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CENTER Jor 8IQLOGICAL DIVERSBITY

Via Electronic and Certified Mail

April 8,2021

Michael Regan, Administrator

U.S. Environmental Protection Agency
1200 Pennsylvania Ave. NW

Mail Code: 1101A

Washington, DC 20460
regan.michael@epa.gov

Michal Hana Freedhoff, Acting Asst. Admin.
Office of Chemical Safety and Pollution
Prevention

U.S. Environmental Protection Agency

1200 Pennsylvanian Avenue, N.W.

Mail Code 7101M

Washington, DC 20460
freedhoff.michal@epa.gov

Edward Messina, Acting Director
Office of Pesticide Programs

U.S. Environmental Protection Agency
1200 Pennsylvania Ave. NW

Mail Code: 7501P

Washington, DC 20460
messina.edward@epa.gov

Re:  Petition to Cancel Registration of PNR1427 (Brand Name Seresto) under the
Federal Insecticide, Fungicide, and Rodenticide Act; Reg. No. 11556-155

Dear Administrator Regan, Acting Assistant Administrator Freedhoff, and Acting Director
Messina,

Pursuant to the right to petition the government provided in the First Amendment to the U.S.
Constitution' and the Administrative Procedure Act,” the Center for Biological Diversity—on
behalf of itself and its 1.7 million members and supporters and their beloved companion

I See U.S. Const. Amend. I; see also United Mine Workers v. Ill. State Bar Ass’n, 389 U.S. 217, 222
(1967) (explaining that the right to “petition for a redress of grievances [is] among the most precious of
the liberties safeguarded by the Bill of Rights™).

2See 5 US.C. § 553(e).
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animals—hereby petitions the U.S. Environmental Protection Agency (EPA) to cancel its
registration of insecticide product PNR1427, more commonly known by its brand name Seresto;
Registration No. 11556-155. This product, which is registered under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) for use on adult dogs and puppies and on adult cats and
kittens for the purpose of flea and tick treatment, poses a severe risk to the animals on which it is
used and to human health. According to a recent aggregate incident summary report, since this
product was introduced in 2012, EPA has received over 75,000 adverse incident reports,
including at least 1,698 reports linking the use of this product to pet deaths and at least 700
involving human harm.* Because these harms amount to significant unreasonable adverse effects
under FIFRA, cancellation of this product is not only warranted but essential for protecting
public health, consumers, imperiled wildlife, and companion animals. In the interim pending
complete cancellation of the product, EPA should take additional steps to suspend Seresto’s
registration.

L. PETITIONER

The Center for Biological Diversity (Center) is a non-profit environmental organization
dedicated to the protection of native species and their habitats through science, policy, and
environmental law. The Center has more than 1.7 million members and online activists dedicated
to the protection and restoration of endangered species and wild places. For over 30 years, the
Center has worked to protect imperiled plants and wildlife, open space, air and water quality, and
overall quality of life. The Center’s Environmental Health Program and Pesticides Reduction
Campaign aim to improve pesticide regulation in order to reduce the harms of pesticides to the
environment, human populations, and threatened and endangered species.

II. ACTION REQUESTED

Because of the dangers posed by Seresto to threatened and endangered species, companion
animals, and people, the Center hereby petitions EPA to:

(1) Cancel registration number 11556-155 pursuant to FIFRA § 136d(b); and
(2) Suspend Seresto’ s registration pending completion of cancellation proceedings
pursuant to FIFRA § 136d(c)(1).
1. LEGAL AND FACTUAL BASIS FOR PETITION

a. Federal Insecticide, Fungicide, and Rodenticide Act

FIFRA, 7 U.S.C. § 136 ef seq., provides the framework for the federal regulation of pesticide
distribution, sale, and use. The law is intended to prohibit the use of pesticides that cause
unreasonable adverse effects on the environment.* The Administrator of the EPA is responsible
for carrying out the mandates of the Act. Pursuant to this obligation, the Administrator may limit
the use of certain pesticides to prevent unreasonable adverse effects.’

3 See Exhibit A.
471U.8.C. § 136a(a).
S1d. §§ 136a(c)(5)-(6).
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FIFRA defines a “pesticide” as “any substance or mixture of substances intended for preventing,
destroying, repelling, or mitigating any pest[.]”® When a pesticide is sold or distributed, it is
generally referred to as a “pesticide product.” FIFRA generally prohibits the sale or distribution
of a pesticide product unless it has first been “registered” under FIFRA Section 3 by EPA 7

EPA “issues a license, referred to as a ‘registration,’ for each specific pesticide product allowed
to be marketed; the registration approves sale of a product with a specific formulation, in a
specific type of package, and with specific labeling limiting application to specific uses.”® In
order for the EPA to evaluate an application for pesticide registration, an application must
“describ[e] how the pesticide will be used, the claims made of its benefits, the ingredients, and a
description of all tests and studies done and the results thereof, concerning the product’s health,
safety, and environmental effects.”’

FIFRA Section 3(c)(5), “Approval of Registration,” provides that EPA can register a pesticide
only if the agency determines that:

(A) its composition is such as to warrant the proposed claims for it;

(B) its labeling and other material required to be submitted comply with the requirements
of this subchapter;

(C) 1t will perform its intended function without unreasonable adverse effects on the
environment; and

(D) when used in accordance with widespread and commonly recognized practice it will
not generally cause unreasonable adverse effects on the environment. '

The term “unreasonable adverse effects on the environment” is further defined as "any
unreasonable risk to man or the environment, taking into account the economic, social, and
environmental costs and benefits of the use of any pesticide."!! When EPA applies this risk-
benefit balancing test, it may only register a pesticide if it finds that the risks associated with the
use of a pesticide are justified by the benefits of such use.!? In order to remain registered, a
pesticide must continue to meet this risk-benefit standard, which EPA may reassess at any time.!

.
3

6 1d. § 136(u).

7Id. § 136a(a).

69 Fed. Reg. 47,732, 47,733 (Aug. 5, 2004).

® Pollinator Stewardship Council v. EPA, 806 F.3d 520, 523 (th Cir. 2015).

107 US.C. § 136a(c)5).

W Id. § 136(bb); see also id. §§ 136a(a), 136a(c)(5)(c).

2 Washington Toxics Coal. v. Envil. Prot. Agency, 413 F.3d 1024, 1032 (9th Cir. 2005) (explaining that
FIFRA uses a “cost-benefit analysis to ensure that there is no unreasonable risk created for people or the
environment from a pesticide.”).

3 Id. at 1033 (The “EPA retains discretion to alter the registration of pesticides for reasons that include
environmental concerns.” (citing 7 U.S.C. §§ 136d(c)(1)-(2), 136(1)); see also Nat. Res. Defense Council
v. Johnson, 422 F. Supp. 2d 105, 109 (D.D.C. 2006) (“The EPA uses numerous types of review processes
to periodically reevaluate a registered pesticide's risks and benefits.” (citing Beyond Pesticides/Nat'l Coal.
Against the Misuse of Pesticides v. Whitman, 294 F. Supp. 2d 1, 3 (D.D.C. 2003)).

3
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After an applicant submits sufficient data for pesticide registration, EPA may grant
“unconditional registration” under § 136a(c)(5). “Unconditional registration necessarily

requires sufficient data to evaluate the environmental risks.”!* If an applicant has not submitted
sufficient data to support unconditional registration, EPA may conditionally register the pesticide
under certain limited circumstances. !

A pesticide product remains registered until EPA or the registrant cancels it pursuant to FIFRA
Section 6.1 Under Section 6, if it appears to EPA that a registered pesticide has “unreasonable
adverse effects on the environment” when “used in accordance with widespread and commonly
recognized practice,” then EPA may undertake cancellation proceedings.!” Any interested person
may petition EPA to cancel a registered pesticide product.'® EPA is required by the
Administrative Procedure Act to resolve the petition “within a reasonable time.”"

b. Seresto Product Registration

EPA registered insecticide product PNR1427, more commonly known by its brand name Seresto,
for use on March 16, 2012. The product was unconditionally registered in accordance with
FIFRA Section 3(c)(5) for use on adult cats and kittens above 10 weeks of age, as well as adult
dogs and puppies above 7 weeks of age.?® The product, which is dispensed in the form of a pet
collar fastened around the neck, is intended to repel and kill ticks for 8 months, including deer
ticks, blacklegged ticks, American dog ticks, brown dog ticks, Lone Star ticks, fleas, flea larvae,
and lice.?! The registration number for this product is 11556-155.

¢. Seresto Active Insredients

Seresto is made up of a plastic band impregnated with insecticides that are released over time to
coat the animal’s fur.?? It contains as active ingredients the neonicotinoid imidacloprid (10%)
and the pyrethroid flumethrin (4.5%).* Understanding each of these ingredients, alone and in
combination, is important for understanding the toxicity and risks that their use in Seresto
presents to dogs, cats, humans, and exposed threatened and endangered species.

¥ Pollinator Stewardship Council, 806 F.3d at 523; see also 7 U.S.C. § 136a(c)(5) (listing the findings
required for unconditional registration).

5 See 7U.S.C. § 136a(c)(7).

14§ 136d.

71d. § 136d(b).

840 C.F.R. § 154.10; Washington Toxics Coal. v. EPA, 413 F.3d at 1033.

5 U.S.C § 555(b).

2 EPA, Notice of Pesticide Registration, Reg. No. 11556-155 (2012),

hitps/Awww3 epa sov/pesticides/chomn search/ppla/B1 158600155201 203 16.pdf.

.

22 See EPA, Weighing Risks to Children from Dogs Wearing Seresto Collars (2016),
hitpswww.epa, govisites/production/files/201 7

1/decumenis/weishing risks to childron from dogs wearing seresto-tm collars pdf

2 1d.
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i Imidacloprid

Imidacloprid is a neonicotinoid pesticide. Neonicotionoids are understood to produce neuronal
toxicities in insects via a common mechanism of action, that being the disruption of
acetylcholine/nAChR signaling. According to EPA, “[i]lmidacloprid [is] in the N-nitroguanidine
group of neonicotinoids (IRAC subclass 4A) along with clothianidin, thiamethoxam and
dinotefuran. Its mode of action on target insects involves out-competing the neurotransmitter,
acetylcholine for available binding sites on the nAChRs. At low concentrations, neonicotinoids
cause excessive nervous stimulation and at high concentrations, insect paralysis and death will

occur.”?*

Neonicotinoids like imidacloprid are most well-known for the harms they cause to pollinator
species, including threatened and endangered pollinators like the Poweshiek skipperling
(endangered), Dakota skipper (threatened), and rusty patched bumble bee (endangered).?
These species are often exposed to neonicotinoids through a broad array of non-intended
exposure pathways, including through agricultural and household uses of the pesticide.
Laboratory studies have demonstrated that the neonicotinoid imidacloprid is, for example,
“highly toxic to bumble bees.”** Even sub-lethal exposure in bumble bees results in “reduced
food consumption, reproduction, worker survival rates, and foraging activity.”?’
Neonicotinoids are also toxic to solitary native bees such as blue orchard and alfalfa
leafcutter bees, with direct effects including increased mortality rate with direct contact,?® as
well as other native pollinators.?’

Studies also confirm that small doses of imidacloprid can negatively affected the ability of
songbirds to navigate.’® This is especially concerning for birds that may eat an imidacloprid-
treated seed or other coated product, since consumption can cause direct mortality as well as sub-

24 EPA, Preliminary Terrestrial Risk Assessment to Support the Registration Review of Imidacloprid, at
11-12 (2017), https/fwww resulations sov/dosumentVEPA-HO-0OPP-2008-U844- 1756,

279 Fed. Reg. 63,672, 63,737 (Oct. 24, 2014); Szymanski, J., et al., Rusty Patched Bumble Bee (Bombus
affinis) Species Status Assessment (2016), hitps://ecos, fwa.gov/ServUal/ DownloadFile/ 120108,

% Jennifer Hopwood, et al., The Xerces Soc’y for Invertebrate Conservation, Are Neonicotinoids Killing
Bees? atvi (2012), bty fones cfhnsumn edw/old/pollinaorsmdpesticides/Are-Neonisotinoids-Killing-

Boss Xerses-Sodetv.pdfs see also Barraud, A, etal., The Impact of Pollen Quality on the Sensitivity of
Bumblebees to Pesticides, 105 Acta Oecologica 103552 (2020); Whitehorn, P. R, et al., Neonicotinoid
Pesticide Reduces Bumble Bee Colony Growth and Queen Production, 336 Science 351-352 (2012);
Feltham, H., Park, K., Goulson, D., Field Realistic Doses of Pesticide Imidacloprid Reduce Bumblebee
Polien Foraging Efficiency, 23 Ecotoxicology 317-323 (2014).

27 Jennifer Hopwood, et al., The Xerces Soc’y for Invertebrate Conservation, Are Neonicotinoids Killing
Bees? atvi(2012), huip:/ivues.oians wmn sdu/old/poilinators/ndfpesticides/Are-Neonicotnoids-Killing-

Bees Xerces-Sociely.pdl

B Id. at 15.

¥ Christoph Sandrock et.al., Sublethal Neonicotinoid Insecticide Fxposure Reduces Solitary Bee
Reproductive Success, 16 Agricultural & Forest Entomology 119 (2014),

It bevondpesticides org/assets/media/documenty/pollinators/documents/Sandrocketal2013 Subletha
Ieomicexposurereducessoitarvbeereproductivesuccess_Agnclorkntpdf

3 Margaret Eng, et al., Imidacloprid and Chlorpyrifos Insecticides Impair Migratory Ability in a Seed-
FEating Songbird, 7 Scientific Reports 15176, DOIL:10.1038/s41598-017-15446-x (2017).

5
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lethal effects, with a leading concern being harm to reproduction.’! According to a 2017 EPA
Preliminary Terrestrial Risk Assessment of imidacloprid, a large bird (> 1kg) would only need to
eat one imidacloprid-treated potato seed to nearly exceed the risk of concern for acute harm and
possible death.*?

While most frequently associated with agricultural crop uses, imidacloprid is also the most
common neonicotinoid used in household products, including flea and tick treatments such as
Seresto. According to public records obtained from EPA by the Natural Resources Defense
Council (NRDC), over the past decade there have been at least 1,630 recorded imidacloprid
poisoning incidents in humans that are attributable to these uses.*® The reported symptoms
include skin rash, muscle tremor, difficulty breathing, vomiting, wheezing, lock jaw, memory
loss, and renal failure.>*

This follows closely with EPA’s own findings about the health risks of imidacloprid to
mammals—the class of vertebrates that includes humans, cats, and dogs. “The nervous system is
the primary target organ of imidacloprid.”*> In early human health risk assessments of
imidacloprid, EPA scientists noted a number of toxic effects in oral studies of rats and mice
(surrogates for humans) from dietary exposure to imidacloprid.*® These effects included
decreased movement and body weights, tremors, thyroid effects, retinal atrophy, and brain
effects.’’

Hitting even closer to concerns related to the use of imidacloprid as an active ingredient in
Seresto, in a 2017 risk assessment EPA noted that dogs were more sensitive to imidacloprid than
the standard test animals (e.g., rats and mice), even at doses seven times lower than the level of

3t See Ertl, H. et al., Potential Impact of Neonicotinoid Use on Northern bobwhite (Colinus virginianus)
in Texas: A Historical Analysis, PLoS ONE 13:¢0191100 (2018),

hitpsdotorg/ 0137V oumal pone 8191 100; Millott et al., Field Evidence of Bird Poisonings by
Imidacloprid-Treated Seeds: A Review of Incidents Reported by the French SAGIR Network from 1995 fo
2014, Environ Sci Pollut Res, DOI 10.1007/311356-016-8272y (2016); Lopez-Antia et al., Risk
Assessment of Pesticide Seed Treatment for Farmland Birds Using Refined Field Data, 136
Environmental Research 97 (2015).

32 EPA, Preliminary Terrestrial Risk Assessment to Support the Registration Review of Imidacloprid,
(2017), https/fwww resulations cov/document/HEPA-HO-OPP-2008-0844-1 256,

33 EPA, FOIAOnline, Request No. EPA-HQ-2019-004044 (2019),

s fomonline cov/viaonbime/scton/pubbic/submission DetaslsMrackinaMNMumber=EPA-HO-20 1 9-
U4t rvpe=teguest; see also NRDC, Neonicotinoid Pesticides: Potential Risks to Brain and Sperm
(Jan. 6, 2021), htips:Awww nrde. org/expens/fenmfor-sasa/neomg-posticides-potentisl-risks-hrun-and-
sperm# -~ tesi=imidacioprid % (5% 20the ¥ 20most o2 eommon byl 2B EP A Y (see Mo 28here ).

*Id.

3 EPA, Preliminary Health Effects Division Risk Assessment for Imidacloprid, at 13 (2003),

hitpswwwd ena.govinesticides/chem search/cleared roviews/csr PO-120089 4-Mar-03 111 ndf
36 Id
37 ld

6
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toxicity for mice and rats.*® The neurotoxic effects consisted of severe tremors and trembling at
mid- to high-doses.>* Acute oral toxicity studies in dogs were not further discussed.

The studies reviewed by EPA in generating these human health assessments were based on
industry-generated studies and did not include the many published, peer-reviewed studies that
have shown toxic effects in mammals from exposure to imidacloprid. The state of California,
however, also conducted a human health risk assessment for imidacloprid that took a deeper look
at the science around harms to health related to imidacloprid exposure through dietary and
drinking water routes. That assessment, conducted by the California Environmental Protection
Agency, emphasized that acute oral exposure of rats and mice to imidacloprid produced clinical
signs that are similar to nicotine intoxication, including tremors, decreased coordination and
mobility, spasms, respiratory difficulties, and lethargy.*® Even further, in longer term toxicity
studies (subchronic and chronic), rats exposed to imidacloprid experienced body weight
reductions.*! In the subchronic studies, the liver was the principal target organ with necrosis or
toxic injury occurring in the liver.** Additional effects noted in these studies included
degeneration of the testes, atrophy of the thyroid gland and bone marrow, and effects on the
thymus.* In the chronic toxicity studies, reduction in body weight was a common toxic effect
along with thyroid lesions in rats.**

In the two dog oral studies reviewed by California toxicologists, toxic effects from exposure to
imidacloprid were observed in the liver, testes, thyroid, bone marrow, and thymus.* Severe
tremors were also reported in these studies.*® No cat-specific studies were analyzed.

For humans, the California assessment also specifically identified pregnant women or women of
childbearing age as a high-risk group, finding that: “[e]vidence from the developmental
neurotoxicity study in rats, suggested that imidacloprid may affect the neural development. The
estimated NOEL for decreases in dimensions of brain structures was 5.5 mg/kg/day. This ENEL
might be pertinent to acute exposures of women of childbearing age to protect for fetal exposure.
Based on the ENEL of 5.5 mg/kg/day, the acute dietary MOEs for females 13-49 yrs. would be
366 at the 95th and 239 at 99th percentiles, which exceed the general health protective
benchmark MOE of 100.”* Further, and more generally, the assessment identified that:

Several human neuropathologies have been linked to genetic alterations of nAChRs
genes or autoimmune disruption of the receptor proteins, including congenital

3 EPA, Imidacloprid: Human Health Draft Risk Assessment for Registration Review, at 11-12 (2017),
hitps/rwww regulations govidocumeniPR=EPA-HO-OPP-2008-0844- 1235

¥ Id. at 14.

% Cal. EPA, Imidacloprid: Risk Characterization Document; Dietary and Drinking Water Exposure, at ix
(2006), hitps://wyw.cdprea sovidose/nisk/red/imdacloprid pdf

Y 1d.

21d.

BId.

“1d.

“Id at6l.

I

47 Id. at xii.
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myasthenia, autosomal dominant frontal lobe nocturnal epilepsy and possibly a
schizophrenic syndrome. These receptors are also involved at various degrees in several
neuropathologies such as Parkinson and Alzheimer’s diseases, and Gilles de la Tourette’s
syndrome. Autoimmune responses to specific neuronal nAChR subunits have been found
in the skin disease pemphigus, in which cells of the epidermis lose adherence.*

Furthermore, a systematic review of peer-reviewed literature on human health effects of
neonicotinoids reported a link between neonicotinoid exposures and malformations of the
developing heart and brain, as well as a cluster of symptoms including memory loss and finger
tremors.*’ For example, the review discussed a study by National Institute of Health-funded
researchers from University of North Carolina at Chapel Hill and University of California, Davis
that associated frequent exposure to imidacloprid applied as flea and tick treatments for pets
(Advantage by Bayer) during pregnancy with a 2-fold elevated risk of autism spectrum disorder
in prenatally-exposed children.*

il Flumethrin

The other active ingredient found in Seresto pet collars, at 4.5%, is flumethrin. Flumethrin is a
pyrethroid insecticide, which is in a class of pesticides that—Ilike neonicotinoids—target insects’
peripheral and central nervous systems.>! These chemicals are some of the most widely used
pesticides in the United States, both in agricultural and residential settings.”® Dependency on
pyrethroids has increased over the past twenty years, propelled by interest in replacing
organophosphate insecticides.’® Today, pyrethroids and pyrethrins are so heavily used that their
environmental concentrations exceed regulatory thresholds.>*

Until recently, pyrethroids were believed to have limited toxicity in humans; this belief was
based on the assumption that they are rapidly metabolized by the human body. But current
studies and scientific investigations cast serious doubt on that assumption. For example, one
recent pharmacokinetic study on the pyrethroid deltamethrin indicates that its peak concentration
in the human brain is two times higher than that in rats.>> Additionally, mammalian studies
showed that repeated exposure to low levels of a pyrethroid insecticide caused learning

*® Id. at 3-4 (citations omitted).

# Cimino, et al., Effects of Neonicotinoid Pesticide Exposure on Human Health: A Systematic Review,
125(2) Environmental Health Perspectives 155 (2017),

Bt /ehp nighs niby oov/do/ B/ 10 1 28G/EHPS 1S,

0 Id. at 160 (citing Keil, et al., Autism Spectrum Disorder, Flea and Tick Medication, and Adjustments
for Exposure Misclassification: the CHARGE (CHildhood Autism Risks from Genetics and Environment)
Control Study, 13 Environ. Health 3 (2014), hips/pubmed nebinlmonih gov/2445665 17

VT .G.E. Davies et al., DDT, Pyrethrins, Pyrethroids and Insect Sodium Channels, 59 LIFE 151, 155
(2007).

2 Muhammad M. Hossain, et al., Hippocampal ER Stress and Learning Deficits Following Repeated
Pyrethroid Fxposure, 143 Toxicological Sciences 220, 220 (2015).

3 Holly A Rogers, et al., Bifenthrin Causes Trophic Cascade and Altered Insect Emergence in
Mesocosms: Implications for Small Streams, 50 Envtl. Sci. & Tech. 11,974, 11,974 (2016).

*Id.

3% Stephen J. Godin, et al., Physiologically Based Pharmacokinetic Modeling of Deltamethrin:
Development of a Rat and Human Diffusion-Limited Model, 115 Toxicological Sciences 330, 338 (2010).

8
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deficiencies and physiological effects associated with neurodegeneration, Alzheimer’s, and
Parkinson’s discases, among others.’® Even further, one study revealed higher incidences of
autism spectrum disorders and developmental delay amongst children whose mothers were living
within 1.5 kilometers of sites of pyrethroid applications during the third trimester of pregnancy.>’

EPA’s 2012 human health risk assessment of flumethrin for use in cat and dog collars indicates
that it has toxic effects similar to many other pyrethroids.’® These effects include pawing,
burrowing, writhing, salivation, coarse tremors, decreased body weights, and impaired motor
activity.”® While a later 2018 human health risk assessment for flumethrin did not find risks of
concern, it showed that the relevant toxicity studies were conducted on rats and mice rather than
dogs or cats (the animals that the manufacturer of flumethrin was seeking approval for its use
on), making it difficult to determine the actual toxic effects of flumethrin on dogs and cats.®

Further, according to a 2019 risk assessment of flumethrin, EPA identified that between 2013
and 2018 there were at least 907 incidents reported for humans.®! The assessment further
determined that there were 19 severe incidents, with the most often reported symptoms being
dermal (8 total) and neurological (7 total).®? Of the 8 people that experienced dermal incidents,
the symptoms reported included rashes, skin lesions, and hives; of the 7 people that experienced
neurological incidents, the symptoms reported included numbness, headaches, and seizures.®

A sampling of the incidents listed in that 2019 risk assessment include:

- A 12-year-old boy who slept in a bed with a dog wearing a collar started having seizures
and vomiting. He had to be hospitalized.®*

- A 67-year-old woman who slept in a bed with a dog wearing a collar reported having
heart arrhythmia and fatigue.®

- A 43-year-old man put collars on eight dogs and slept in the same bed as four of the dogs.
A week later, he developed ear drainage and nasal and throat irritation and was told by a

¢ Muhammad M. Hossain, et al., Hippocampal ER Stress and Learning Deficits Following Repeated
Pyrethroid Fxposure, 143 Toxicological Sciences 220, 220 (2015).

SJanie F. Shelton, et al. Neurodevelopmental Disorders and Prenatal Residential Proximity to
Agricultural Pesticides: The CHARGE Study, 122 Children’s Health 1103, 1107 (2014).

38 See generally EPA, Flumethrin: Human Health Risk Assessment for the Section 3 Registration Action

% EPA, Flumethrin: Draft Human Health Risk Assessment for Registration Review (2018),

hitps/Awww regulations, govidocumeni 7= EPA-HO-OPP-2016-003 1-0027.

SLEPA, Flumethrin: Tier I Update Review of Humane Incidents and Epidemiology for Proposed Interim
Decision, at 3-4 (2019), hips//wwew.rssnlations. gov/documeny/EPA-HO-OPP-2016-0031-003 1

2 1d. at4.

S Id.

% 1d. at 8-9.

% Jd. at 8.
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doctor that he had a hole in his ear drum. He removed the dog collars and the symptoms
went away. He later reapplied the collars and the symptoms returned.®

Not only do pyrethroids present serious risks to the health of humans, dogs, and cats, but they
also present risks to wildlife resources and ecosystems. A study by U.S. Geological Survey
scientists found that commonly used pyrethroids have the potential to “alter aquatic and
terrestrial ecosystem function at the regional scale.”®” More specifically, the study concluded that
pyrethroid contamination in freshwater streams resulted in “less abundant and less diverse
macroinvertebrate communities.”*® Additionally, the study revealed that pyrethroid
contamination in aquatic ecosystems “propagate across life stages and generations of
invertebrates, trophic levels in aquatic food webs, and ecosystem boundaries to riparian food
webs.”® Indeed, in its recent aquatic risk assessment for 20 pyrethroids and pyrethrins, EPA did
an analysis on many of the home uses of this pesticide class and found significant risks to aquatic
invertebrates from just the indoor uses alone.”®

iil. The Synergistic Action of Imidacloprid and Flumethrin

Since imidacloprid and flumethrin do not exist in isolation in the Seresto product, their
synergistic effects must also be taken into consideration. “Synergy” is the mixing of pesticide
ingredients with other pesticides and chemicals before application (or after), and the ways in
which the individual ingredients can interact in the mixture in a way that enhances their toxic
effects. These synergies, which are generally not assessed by EPA when it approves a pesticide
product and specifically were not assessed in its approval of Seresto,’”! can turn what would
normally be considered a safe level of exposure to people, wildlife, and the environment into one
that causes considerable harm.”? However, even published studies by the original manufacturer
of Seresto, Bayer, have shown that the combination of imidacloprid and flumethrin produces
synergistic action in dogs and cats that may make these two chemicals more powerful and more
toxic together than each individual pesticide alone.”

Id.

" Holly A Rogers, et al., Bifenthrin Causes Trophic Cascade and Altered Insect Emergence in
Mesocosms: Implications for Small Streams, 50 Envtl. Sci. & Tech. 11,974, 11,974 (2016).

% Jd. at 11,979.

% Id. at 11,980.

O EPA, Preliminary Comparative Environmental Fate and Ecological Risk Assessment for the
Registration Review of Eight Synthetic Pyrethroids and the Pyrethrins, (2016),
hitpswwew reenlations gov/idooumeny BEPA-HO-OPP-2010-0384-0045

TEPA, Weighing Risks to Children from Dogs Wearing Seresto Collars (2016),

htpsfeeww cpngov/sites/nroduction/ files/201 7-
1/dooumenis/wveighing nisks to children from dogs weanog seresio-tm collars.pdf{*The risk of the
combination of the two active ingredients, flumethrin and imidacloprid, was not assessed . . . .”).

2 Nathan Donley, Center for Biological Diversity, Toxic Concoctions: How the EPA Ignores The
Dangers of Pesticide Cocktails, 1 (2016),

it www biolosicaldiversity org/campaigny/pesticades reduction/pdfy/Toxic concoctions pdf

3 Stanneck, et al., The Synergistic Action of Imidacloprid and Flumethrin and Their Release Kinetics
From Collars Applied for Ectoparasite Control in Dogs and Cats, 5 Parasites & Vectors 73 (2012),

https/Awww nehinimaatheov/iemd/articles/PMUIIG 16T,
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Even further, as it relates to these two pesticides, recent research published by the journal
Science has determined that neonicotinoids and pyrethroids have driven an increase in the
toxicity of pesticides to aquatic invertebrates and pollinators, even as effects have generally
fallen for vertebrates.”* As summarized by the researchers who conducted the study, "[o]ur
results challenge the claims of a decrease in the environmental impacts of pesticide use."”

IV.  STATEMENT OF LEGAL GROUNDS

FIFRA provides the legal framework for federal regulation of pesticide use, sale, and
distribution. The law is intended to prohibit the use of pesticides that cause unreasonable adverse
effects on the environment. EPA, the recipient of this petition, is responsible for carrying out the
mandates of the Act. As identified through Exhibits A-C and supra in Section 11 (b) — (c),
evidence exists that past and present uses of Seresto have caused unreasonable adverse impacts
upon the environment and present an imminent hazard. The harms caused by Seresto use are not
outweighed by the benefits of continued use. Therefore, pursuant to its obligations under FIFRA,
EPA must cancel registration number 11556-155 pursuant to Section 136d(b) in order to prevent
any additional unreasonable adverse effects on the environment, and, pending completion of
cancellation proceedings, must suspend Seresto’s registration pursuant to Section 136d(c)(1).

a. Seresto Must be Cancelled for Causing an “Unreasonable Risk” to Man and
the Environment in Violation of FIFRA

Cancellation of a pesticide product’s registration is warranted where the pesticide, “when used in
accordance with widespread and commonly recognized practice, generally causes unreasonable
adverse effects on the environment,” including “any unreasonable risk to man or the
environment.”’® Here, the registration of Seresto must be cancelled because its continued use as a
flea and tick collar for dogs and cats—which is the use for which is has been approved, and is
therefore appropriately identified as use “in accordance with widespread and commonly
recognized practice”—is causing unreasonable adverse effects on members of the public,
imperiled species, and companion animals.

According to a recent aggregate incident summary report, since Seresto was introduced in 2012,
EPA has recetved over 75,000 adverse incident reports on this product, including at least 1,698
reports linking the use of this product to pet deaths and nearly 700 involving harm humans.”” In
addition, use of the collar has caused rashes, seizures, motor dysfunction, fatigue, diarrhea,
vomiting, and excessive drooling in animals.”® According to Karen McCormack, a former

" Schulz, Applied Pesticide Toxicity Shifts Toward Plants and Invertebrates, Even in GM Crops, 372
Science 81-84 (2021), hitps:/scionce scioncemag org/comtent/372/6537/4]1

> Marc Heller, Farm Chemicals Turning More Toxic for Wildlife, E&E News (Apr. 1, 2021),
hitpsweww conowa.net/concwspm/sinries/ 106372007 eed.

67 U.S.C. § 136d(b); see also id. § 136(bb) (providing that “[t]he term ‘unreasonable adverse effects on
the environment” means (1) any unreasonable risk to man or the environment, taking into account the
economic, social, and environmental costs and benefits of the use of any pesticide ....”).

77 See Exhibit A.

8 Jimy Tallal, Seresto Flea Collar Linked to 1,700 Pet Deaths, The Malibu Times (Mar. 26, 2021),

bt/ hweww, mabibutimes. condnews/article. 36RTROV0-84bR-1 Teb-9bM-of203 1831 8¢l humd; see also
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pesticide researcher, policy analyst, environmental fate scientist, and communications specialist
for EPA, Seresto collars “have the most incidents of any pesticide product she’s ever seen.”””

For comparison, in 2009 NRDC petitioned EPA to cancel all pet uses for the pesticide
tetrachlorvinphos (TCVP) due to the risks it posed to the health of children and because EPA
relied on a faulty health assessment in approving its use in flea collars and powders.?’ In 2020, in
response to a legal challenge brought by NRDC against EPA’s for its delay in responding to the
2009 petition, the Ninth Circuit Court of Appeals 1ssued a decision highlighting the gravity of
these risks and finding that “[r]epeatedly, the EPA has kicked the can down the road and
betrayed its prior assurances of timely action, even as it has acknowledged that the pesticide
poses widespread, serious risks to the neurodevelopmental health of children.”®! Yet, even in that
case the number of incidents related to the use of TCVP (approximately 4,600, including 363
deaths, between 1992 and 2008) paled in comparison to those being reported for Seresto (75,000,
including almost 1,700 deaths).®

Further, in the case of TCVP, one of the primary concerns expressed in that petition was that:

These products are designed to leave chemical residues on a pet's fur. Children playing
with their cat or dog get these residues on their hands, where the chemical can be
absorbed through the skin or ingested when they put their hands in their mouths—and
young kids, especially toddlers, put their hands in their mouths a lot. When we redid the
calculations, we found that these vulnerable children could be exposed at levels that put
their developing brains at risk.*?

The exact same exposure pathway (and suite of concerns) exists with regards to pesticide
exposure for children and other humans that come into contact with a companion animal wearing
a Seresto collar. In fact, when used “in accordance with widespread and commonly recognized
practice,” Seresto “gradually releas[es] a consistent low-dose of its active ingredients . . . once
the collar comes in contact with your pet’s skin or coat. The active ingredients diffuse into the
lipid (fatty/oily) layer of your pet’s skin and fur and cover your pet within 24 hours.”® Once in
place, the collar then “remains effective for eight months at a time,” meaning that the potential
for a child or other person to be exposed to its active ingredients (for example, through petting,

Exhibit B (National Pesticide Information Center Reports to EPA); Exhibit C (MedWatch Veterinary
Incident Reports).

7 Jonathan Hettinger, Popular Flea Collar Linked to Almost 1,700 Pet Deaths. The EPA Has Issued No
Warning, USA Today (Mar. 2, 2021),

hitpsweew usatoday. comystory/nows/investieations 202 1/03/02 fserestg-dog-cat-collars-found-harm-
nols-hnans-epa-records-show/d 574753001/

¥ NRDC, Petition to Cancel All Tetrachlorvinphos (TCVP) Pet Uses (Apr. 23, 2009),

It www rorulations. povidocumenty EP ACHO-OPE-2009-0308-0002,

8 NRDC v. United States EPA (In re NRDC), 956 F.3d 1134, 1136 (9th Cir. 2020).

82 EPA, Tetrachlorvinphos: Animal Incident Summary (Feb. 3, 2009),

httpsMwww documenicloud ore/documents/ 2049141 Teopa-hoeonp-2008-03 16-001 2 pet-poisoning.
8 NRDC, No More Poisons on Pets: The EPA Must Act (May 29, 2019),

htipswww node. org/expents/minan-rotkin-e Hman/mo-more-poisens-pols-cpa-musi-gol

¥ Advantage Petcare, How Do Seresto Flea Collars Work? (Feb. 2021),

hitps/Awww advantagepeicare comav/awparasites/feas/how-do-seresio-flea-collars-work/
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kissing, snuggling, sleeping, or other contact—affections common between people, and
especially children, and their companion animals) is also sustained over a long period of time,
lasting up to eight months.®® And there can be no question that these impacts on human health
are significant here since approximately 700 of the adverse incident reports for Seresto involved
harm to humans *®

For the animals themselves, this also means that exposure to the active ingredients in Seresto is
chronic since the collar is designed for the consumer to “buy it, put it on and then forget about it
for months.”®” For example, while the product label indicates that the collar is for external use
only, that direction does not account for the fact that dogs and cats frequently clean themselves
(by, for example, licking their fur), and can ingest the collar’s pesticides in so doing. As
identified supra in Section I (¢), such exposure can lead to a variety of unreasonable and
harmful effects in the animals, the significance of which is underscored by the product’s
stunning 75,000 adverse incident reports and staggering almost 1,700 pet deaths.

In addition, to the extent animals wearing the Seresto collar are washed or otherwise sluff the
collar’s active ingredients into the surrounding environment—for example through rolling or
other activities, those active ingredients can come into contact with wildlife, including federally
protected threatened and endangered species, and further place those already imperiled species at
a greater risk of extinction. For example, as identified supra in Section III (¢), uses of
imidacloprid are directly implicated in declines of rusty patched bumble bee populations, a
species that is listed as endangered under the federal Endangered Species Act.®®

Finally, the harms caused by Seresto use are not outweighed by the benefits of continued use
because numerous proven effective methods exist for treating fleas and ticks on companion
animals that do put the animal’s health, or the health of exposed humans and wildlife, at risk.
These alternatives include oral flea-prevention treatments, frequent grooming, and use of non-
toxic flea and tick shampoos.*

In sum, considerable evidence exists that past and present uses of the pesticide product Seresto
are causing unreasonable adverse impacts on the environment, including “unreasonable risk[s] to
man,” companion animals, and threatened and endangered species. Because these harms are
significant and ongoing, cancellation of this product is not only warranted by EPA but essential
for protecting public health, consumers, imperiled wildlife, and companion animals.

8 Id.

8 See Exhibit A.

¥ 1d.

8 See, e.g., Szymanski, J. ef al. Rusty Patched Bumble Bee (Bombus affinis) Species Status Assessment
(2016), httpsy/ecos fws.gov/hervCal/ DownloadBile/ 120100

¥ See, e.g., NRDC, Nontoxic Ways to Protect Your Pet (Jan. 22, 2016),

htps/ ey e, Ore/ 3 onIes O QUG- WRY S prales -y el
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b. Immediate Suspension of Seresto’s Registration Pending Cancellation is
Warranted

Suspension of a pesticide’s registration is warranted under FIFRA § 136d(c)(1) when such action
is necessary to prevent an imminent hazard®® during the time required for cancellation.®! The
term "imminent hazard" is defined as "a situation which exists when the continued use of a
pesticide during the time required for [a] cancellation proceeding would be likely to result in
unreasonable adverse effects on the environment or will involve unreasonable hazard to the
survival of a species declared endangered or threatened."** Here, as documented supra in
Sections I(b) — (c) and IV(a), both of these situations exist (ongoing and imminent
unreasonable adverse effects on the environment and unreasonable hazard to the survival of the
endangered rusty patched bumble bee, as well as other imperiled pollinators).”

Quick action from EPA to remove this product from the market is also a matter of substantial
public concern. The significant harms associated with the use of this product have sparked a
public outery,” retailers considering whether they should discontinue sale of the product,®® and a
federal Congressional request to the manufacturer of Seresto to voluntarily recall the collars (the

27U.S.C. § 136(1) (“The term ‘imminent hazard’ means a situation which exists when the continued use
of a pesticide during the time required for cancellation proceeding would be likely to result in
unreasonable adverse effects on the environment . . . .”).

L Id. §136d(c)(1) (“If the Administrator determines that action is necessary to prevent an imminent
hazard during the time required for cancellation ... the Administrator may, by order, suspend the
registration of the pesticide immediately.”).

%2 1d. § 136(1).

% See also Envil. Defense Fund, Inc. v. EPA, 510 F. 2d 1292, 1297 (D.C. Cir. 1975) (upholding an EPA
suspension and cancellation order for aldrin and dieldrin and stating: “We have cautioned that the term
‘imminent hazard’ is not limited to a concept of crisis. ‘It is enough if there is a substantial likelihood that
serious harm will be experienced during the year or two required in any realized projection of the
administrative process.”” (citing £nvtl. Defense Fund, Inc. v. EPA, 465 F.2d 528, 540 (D.C. Cir. 1972));
EPA, E.I. du Pont de Nemours and Company Imprelis Order (Aug. 11, 2011),

https/Awww epa sovienforcomente-i-du-noui-de-ntemows-and-companyv-imprelis-order (EPA order
under FIFRA to E.I. DuPont de Nemours (DuPont) directing the company to immediately cease the
distribution, sale, use or removal of Imprelis herbicide products under its ownership, control, or custody
because “[t}he directions for use and/or warning or caution statements on DuPont’s Imprelis labeling are
inadequate to protect non-target species.”).

% Jonathan Hettinger, Popular Flea Collar Linked to Almost 1,700 Pet Deaths. The EPA Has Issued No
Warning, USA Today (Mar. 2, 2021),

It www nsatoday.conystory/news/investisalions/ 202 OV 0 seresto-dog-cat-collars-Tound-harn-
sets-umans-coa-records-show/4374753001/; CBS New York, Questions Raised About Safety of Popular
Seresto Flea Collar (Mar. 24, 2021), htips//nowyvork obslocal com/202 1/03/ 24/ sevasto-pet-collar-safoty-
°3 Jonathan Hettinger, Amazon is Reviewing Best-Selling Seresto Flea Collar After Report of llinesses,
Deaths, USA Today (Mar. 5, 2021),

hitpswwew usatoday. comy/siory/nows nvestgations 202 103/ 08 ameron-reviewing-sevesio-fleg-collar-
amid-reporis-iineases-deaths/45¢ '
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manufacturer declined to do s0).”® In furtherance of the public interest and the objectives of
FIFRA, the registration for Seresto should, therefore, be suspended pending cancellation
proceedings to prevent an imminent hazard to human health and companion animals, and to
protect threatened and endangered species.

V. CONCLUSION

For the forgoing reasons, Petitioner the Center for Biological Diversity requests that, pursuant to
its obligations under FIFRA, EPA cancel registration number 11556-155 (Seresto) pursuant to
Section 136d(b) to prevent additional unreasonable adverse effects on the environment, and,
pending completion of cancellation proceedings, suspend Seresto’s registration pursuant to
Section 136d(c)(1). As the government agency that has assumed the responsibility of lawfully
managing pesticide product registrations in a way that does not harm the environment and human
health, EPA can and must do better. The Center urges EPA to act on this petition without delay.

Sincerely,

Hannah M.M. Connor

Senior Attorney

Center for Biological Diversity
P.O.Box 2155

St. Petersburg, FL. 33731

Phone: (202) 681-1676
hconnor@biologicaldiversity.org

Lori Ann Burd

Environmental Health Director
Center for Biological Diversity
P.O.Box 11374

Portland, OR 97211

Phone: (971) 717-6405
laburd@biologicaldiversity.org

Enclosures

% Jonathan Hettinger, House Subcommittee Secks Voluntary Recall of Seresto Flea and Tick Collars,
Midwest Center for Investigative Reporting (Mar. 18, 2021),

hitpsnvesueatenudwestorg/ 202 VOV 18/ house-subcommittee-secka-voluntanly-recall-ofaeresin-flea-
and-tick-collare/
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EXHIBIT A



US EPA Office of Pesticide Programs Incident Data System

Total Rows Returned : 48 Aggregate Incident Summary Report by Product

011556-00155

Report Date & Time : 06/16/2020 2:46:00 PM G

S .

LS E] X

3

01/01/2012 To 06/16/2020

024671-00008 011556-00155 SERESTO CAT Impregnated 10 0 0 0 0 0 0 0 0 0 0
Materials

024968-00005 011556-00155 SERESTO LARGE Impregnated 56 0 2 0 23 31 4] ¢] 0 0 0 4] ¢] 0 0 0

DOG Materials

025109-00007 011556-00155 SERESTO Impregnated 141 2 6 0 32 101 0 0 4] 4] ¢] 0 0 4] 0 0
Materials

025472-00010 011556-00155 SERESTO Impregnated 944 25 19 9 222 669 0 0 0 0 0 0 0 4] 0 0
Materials

025767-00009 011556-00155 SERESTO Impregnated 1,661 13 37 90 447 1,074 0 0 0 0 0 4] 0 0 0 0
Materials ,

026184-00005 011556-00155 SERESTO Impregnated 1,076 15 23 101 269 668 0 0 ] ] 0 0 0 0 0 0
Materials

(026494-00002 011556-00155 SERESTO Impregnated 602 4 17 ¢ 80 161 350 ] 0 0 0 0 0 0 0 0 0
Materials

026745-00008 011556-00155 SERESTO Impregnated 1,896 25 29 90 433 1,319 0 0 4] 4] ¢] 0 0 4] 0 0
Materials

027067-00012 011556-00155 SERESTO Impregnated 2,028 30 31 159 505 1,303 4] ¢] 0 0 0 4] ¢] 0 0 0
Materials

027348-00007 011556-00155 SERESTO Impregnated 1,301 19 28 98 315 841 0 0 0 0 0 4] 0 0 0 0
Materials

027609-00005 011556-00155 SERESTO Impregnated 775 8 20 80 197 471 0 0 0 0 0 0 0 4] 0 0
Materials , ,

027876-00012 011556-00155 SERESTO Impregnated 3,265 39 52 ¢ 133 747 2,296 ] 0 0 0 0 0 0 0 0 0
Materials ,

028098-00010 011556-00155 SERESTO Impregnated 3,507 24 70 ¢ 273 770 2,370 0 0 ] ] 0 0 0 0 0 0
Materials

028336-00008 011556-00155 SERESTO Impregnated 2,221 15 49 . 229 507 1,421 4] ¢] 0 0 0 4] ¢] 0 0 0
Materials

028777-00004 011556-00155 SERESTO Impregnated 1,456 20 37 125 324 950 0 0 4] 4] ¢] 0 0 4] 0 0
Materials

029069-00009 011556-00155 SERESTO Impregnated 4,076 33 69 i 148 858 2,970 0 0 0 0 0 0 0 4] 0 0
Materials

029169-00002 011556-00155 SERESTO LARGE Impregnated 1 0 0 0 1 0 0 0 0 0 0 4] 0 0 0 0

DOG Materials ,

029308-00008 011556-00155 SERESTO Impregnated 4,417 26 86 | 309 981 3,015 0 0 ] ] 0 0 0 0 0 0

Materials
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Total Rows Returned : 48

US EPA Office of Pesticide Programs Incident Data System

Aggregate Incident Summary Report by Product

)

%

239

Report Date & Time : 06/16/2020 2:46:00 PM G

029600-00007 SERESTO Impregnated 2,488 15 54 0 600 0 0 0 4] 0 0 0 0
Materials ,

029843-00005 011556-00155 SERESTO Impregnated 1,697 15 54 ¢ 159 1,118 @ 351 0 0 ] ] 0 0 0 0 0 0
Materials ,

030205-00008 011556-00155 SERESTO Impregnated 4,101 34 92 ¢ 208 @ 3,767 0 ] 0 0 0 0 0 0 0 0 0
Materials

030491-00009 011556-00155 SERESTO Impregnated 4,564 24 87 @ 350 @ 4,103 0 0 0 4] 4] ¢] 0 0 4] 0 0
Materials

030703-00006 011556-00155 SERESTO Impregnated 3,011 21 86 299 @ 2,605 0 4] ¢] 0 0 0 4] ¢] 0 0 0
Materials

030964-00006 011556-00155 SERESTO Impregnated 1,490 18 63 157 @ 1,252 0 0 0 0 0 0 4] 0 0 0 0
Materials

031245-00008 011556-00155 SERESTO Impregnated 4,381 35 12 ¢ 226 © 3,995 0 0 0 0 0 0 0 0 4] 0 0
Materials 5 ,

031516-00012 011556-00155 SERESTO Impregnated 5,247 40 14§ 102 = 4,958 0 ] 0 0 0 0 0 0 0 0 0
Materials , 8

031728-00008 011556-00155 SERESTO Impregnated 3,019 24 81 21 2,893 0 0 0 ] ] 0 0 0 0 0 0
Materials

032053-00003 011556-00155 SERESTO Impregnated 1,669 25 70 13 1,561 0 4] ¢] 0 0 0 4] ¢] 0 0 0
Materials

032333-00010 011556-00155 SERESTO Impregnated 4,651 44 15 30 4,426 0 0 0 4] 4] ¢] 0 0 4] 0 0
Materials 1

032632-00008 011556-00155 SERESTO Impregnated 31 2 2 0 27 0 0 0 0 0 0 0 0 4] 0 0
Materials

032632-00009 011556-00155 SERESTO Impregnated 1,157 7 14 2 1,134 0 0 0 0 0 0 4] 0 0 0 0
Materials

032632-00010 011556-00155 SERESTO Impregnated 168 4 8 2 154 0 0 0 ] ] 0 0 0 0 0 0
Materials ,

032632-00011 011556-00155 SERESTO Impregnated 2,511 10 24 14 2,463 0 ] 0 0 0 0 0 0 0 0 0
Materials

032632-00012 011556-00155 SERESTO Impregnated 3 0 0 0 3 0 0 0 4] 4] ¢] 0 0 4] 0 0
Materials

032632-00013 011556-00155 SERESTO Impregnated 1,476 6 4 5 1,461 0 4] ¢] 0 0 0 4] ¢] 0 0 0
Materials

032924-00004 011556-00155 SERESTO Impregnated 14 2 0 0 12 0 0 0 0 0 0 4] 0 0 0 0
Materials

032924-00005 011556-00155 SERESTO Impregnated 668 5 12 3 648 0 0 0 0 0 0 0 0 4] 0 0
Materials

32924-00006 011556-00155 SERESTO Impregnated 117 5 4 0 108 0 ] 0 0 0 0 0 0 0 0 0
Materials ,

032924-00007 011556-00155 SERESTO Impregnated 1,231 11 9 3 1,208 0 0 0 ] ] 0 0 0 0 0 0
Materials
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Total Rows Returned : 48

032924-00008

032524-00009

033132-00006

033132-00007

011556-00155

011556-00155

011556-00155

US EPA Office of Pesticide Programs Incident Data System

Aggregate Incident Summary Report by Product

)

SERESTO

SERESTO

SERESTO

SERESTO

Impregnated
Materials
Impregnated
Materials
Impregnated
Materials
Impregnated
Materials

)

693

11

502

493

Report Date & Time : 06/16/2020 2:46:00 PM G

033132-00008

011556-00155

SERESTO

Impregnated
Materials

80

74

033132-00009

011556-00155

SERESTO

Impregnated
Materials

602

584

033132-00010

033132-00011

033132-00012

011556-00155

011556-00155

011556-00155

SERESTO

SERESTO

SERESTO CAT

Summary by Full Reg. #

Full Product Reg. #

Impregnated
Materials
Impregnated
Materials

Impregnated
Materials

361

350

: 00 75,385 1 1,698 3,767 : 40,087 : 7,743 0 0 0 0 0
Summary by 11 Character Reg. #
11 Char Reg. # . . .
1,698 3,767 40,087 0 0 0 0
DA Domestic Animal - Fatality
DB Domestic Animal - Major
DC Domestic Animal - Moderate
DCDE ‘Domestic Animal - Moderate, Minor and Unknown
DD Domestic Animal - Minor
DE Domestic Animal - Unspecified
DWB Drinking Water - Moderate
Page 3 of 4
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US EPA Office of Pesticide Programs Incident Data System
Total Rows Returned : 48 Aggregate Incident Summary Report by Product

DWC Drinking Water - Minor

GB Groundwater - Moderate (with possibly mixed types of water)
GC ‘Groundwater - Minor (with possibly mixed types of water)
GWB Groundwater - Moderate

GWC Groundwater - Minor

HD Human - Minor

HE Human - Unspecified

ONT Other Nontarget

PB Plant Damage - Minor

PDB ‘Property Damage - Moderate

PDC Property Damage - Minor

PL Plant Lawn

SWB Surface Water - Moderate

SWC Surface Water - Minor

WB ‘Wildlife - Minor

Report Date & Time : 06/16/2020 2:46:00 PM G

Page 4 of 4

ED_005739A_00104704-00021



EXHIBIT B

ooooooooooooooooooooooooo



2016 REFERRAL TO EPA LOG: 3158

Velerinary Pesticide Adverse Effects Reporting
hitp.//npic.orstedu/vet

An additional mode of reporting adverse effects is by contacting the manufacturer. Under
FIFRA 8{aX2), manufacturers are required to submit adverss effects information about their
products 1o the U.S. EPA. From your email, it sounds like the manufacturer may have been
Bayer - Bayer appears 1o have a phone number specifically for their Bayer Animal Healih
division. If you haven contacted them directly, you may consider calling them to report this
issue. Thelr number, as well as additional manufacturer contact information can be accessed
from the following link {alphabetical order):

hitp//npic.orstedulingred/manuf him

Again, please contact us at 800-858-7378, Monday - Friday from 8:00am to 12:00pm PT. We
ook forward {0 answering any questions you have, and documenting yvour situation further.

Yk d Rk AR RN

Possible product information {per NPIRE database} active ingredient flumethrin and
imidacloprid.

Inquirer sent follow up email with photos of cat's hair loss; no further incident details provided.
Provided information {o EPA, Execulive Commilttee and Project Coordinator,
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2016 REFERRAL TO EPA LOG: 3158
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1LOG: 3158
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1L.OG: 10548

City, State: WINSTED, CT

Narrative:  Caller wanted to report 2 of her & dogs had a reaction to a Seresto Collar, EPA
registration number 11556-155 (active ingredients imidacloprid, flumethrin). Caller reported six
days ago {(11/3/2016) she used a collar on each dog. Caller reported having 3 small dogs on
which she used Seresto Small Dog and 2 bigger dogs on which she used Seresto Large Dog.
Caller reported 5 days after the application her 2 bigger dogs had a reaction to the collar.
Caller reported one dog (2 year old, English Bulldog, male, neutered, 55 pounds) had a
seizure 5 days after application {11/8), has a bleeding sore near the top of iis head right were
the collar was, and its eyes are bright red and irritated. Caller reported her other big dog (14
year old, 55 pounds, female, spayed, American Bulldog) started shaking all over and urinated
all over itself, 3 to 4 hours after the first dog had a seizure. Caller reported one of the smaller
dogs (Mini Dachshund, 7.5 year old, male, neutered, 20 pounds) keeps scratching by the
collar. Caller reported the other 2 dogs (both 7 vears old, 7 pounds, fermnale, Maltipoo) are fine
and caller reported there were no symptoms. Caller reported she used the collars because
they were recommended by the veterinarian. Caller reported the veterinarian told her fo use
the large collar, for dogs over 18 pounds, for the big dogs and the smali collar, for dogs under
18 pounds for the others. Caller reporied after her two dogs had a reaction she removed all the
collars from her pets. Caller reported she also wanted fo complain about the label having
conflicted information, because it claims it is better than monthly use products but at the same
time it says people cannol sleep with the pet if # is wearing a coliar and fo not let children
touch a pel wearing a collar, "which implies the product is toxic”. Discussad NPIC services,
including role as a pesticide health and safety information resource and discussed not having
legal or regulatory authority. Discussed that NPIC incident reports are made available to the
U.5. EPA. Discussed that an additional mode of reporting adverse effects is by contacting the
manufacturer. Discussed that under FIFRA 8{a){(2), manufacturers are required to submit
adverse effects information about their products to the U.S. EPA. Provided contact information
for manufacturer, Discussed ways to minimize exposure, including option of asking for next
sieps or asking about potential benefit of bathing the dogs. Resources used: Inchem and
ATBDR, Toxicological Profile for Pyrethrins and Pyrethroids - 2. Relevance to Public Health,
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2017 REFERRAL TO EPA LOG: 8944

Date: - Qctober 2, 2017
City, Siate: 5t Louis, MO

Narrative: Caller {age 83) seeking information on how long her reaction to a Seresto Flea
Collar {active ingredients flumethrin, imidacioprid) may last, and wanis o report her reaction.
Caller reporied that she applied a collar to her two cats and small dog 8 days ago, and by the
next evening her lips and tongue were swollen, her eyes were beginning to swell, she had
tingling and burning inside her mouth and on her lips, and she had blisters form inside her
mouth. Caller reportad she picks up and carries her dog frequently throughout the day, and
each ime she picks # up she kisses it on the head. Caller reported that it ook several days
pefore she realized that the collar was the only thing that had changed in the house, and she
removed the collars four days after she had put them on.

Caller reported she called the manufacturer (Bayer Healthcare} on the day she removed the
collars, was told that in rare cases people do have these reactions, was advised to use vilamin
& on her skin, and to shampoo the animals. Caller reported she washed all of the animals that
day. Caller reported that the next day (four days ago) she went to the urgent care, was given a
stercid shot and a 5-day supply of steroids, and was {old to not use the vitamin E oil. Caller
reported that the swelling has gone down, but the fingling and burning on her lips and mouth
are still present, and it has influenced her ability to eat and has a hard time eating anything
with salt bacause it burns. Caller reported there were no symptoms for any of her animals from
the collars. Caller reported she has since returned the collars and their packaging back to the
store where she bought them,

Discussed NPIC services, including the inability 1o provide medical treatment advice.
Discussed risk equation concepts, inciuding foxicity and routes of exposure. Discussed the
toxicity of the aclive ingredients, and reported symptoms from exposure 1o them (NPIC Fact
Sheet, "Inchem UKPID Monograph Flumethrin®, & "NY DEQ Human Health Assessment
Flumethrin - 2012"). Discussed providing the Recognition and Management of Pesticide
Paisonings to her medical provider as a resource for toxicology information on active
ingredients, and provided NPIC website,
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PESTICIOE @ INFORMATIEN
2018 REFERRAL TO EPA LOG: 7313
Date: August 1, 2016

City, State: Johnson City, NY

Narrative: Caller wishing to report a reaction her dog (100 lb, 8 year old, intact male
German shepherd) had fo a dog collar, EPA registration number 11556-155 (active ingredients
imidacloprid, flumethrin). Caller reported that she applied the collar to the dog on 08/29/2018,
that he lives in an cutdoor kennel, and that she noticed the next morning that the dog was
shaking his head more than normal, but her husband had an accident that kept her from
paying much attention io the dog for quite awhile. Caller reported that on 07/12/2016 she was
visiting the dog in his ouiside kennel, touched his head and ears and noticed that they were
very hot and felt like they were “on fire". Caller reporied that she called her veterinarian, and
was told to check the dog's neck to see if he had sores, and if he did to remove the collar and
bathe him. Caller reported that the dog did have noticeable oozing sores on his neck, she
washed him with Dawn dish soap, and the veterinarian prescribed antibiotics and steroids to
help with the inflammation without a clinic visit.

Caller reported that she took the dog into the veterinarian on 07/19/2016 because his
symptorns seemed to continue, and the vet shaved the dog around his neck and down to his
shoulder blades because the sores covered that entire area. Caller reported that the dog had
an ear infection also, and was prescribed another antibictic, and another cream ointment.
Caller reported that she has been using a medicated shampoo on the dog, and has had 1o
move him indoors while he has open wounds on his skin, Caller reported that she that she has
heen incredibly disappointed with the response of the manufacturer (Bayer Healthcare) to her
situation. Caller reported she is planning on doing everything she can o try to stop other
consumers from going through a similar experience.

Discussed NPIC services, Discussed the registration of products through both federal and
state agencies, and provided contact information for the State Lead Pesticide Agency as a
resource for reporiing concerming pesticides. Resources used: Registration Decision for
Flumethrin for Use in Cat and Dog Collars - 2012, NPIC Fact Sheet, & Hazardous Substances
Data Bank (HSDBE).
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Fonm Approved: OME Mo, 0910-0645

Food and Drug Adminisiration Expiration Date! 4/30/2018
Cenler for Veterinary Medioine {Ses mailer page for Burden Statement)

VETERINARY ADVERSE DRUG REACTION, LACK OF

EFFECTIVENESS, OR PRODUCT DEFECT REPORT
{For VOLUNTARY Reporting)

NOTE: This report is authorized by 21 U.5.C 352 (s} and {f). While you are not required fo repod, you mapamff/aj; i3 neaded fo
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Adverse Event Information
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Adverse EventiProduct Problem {Long Narmative, Continued)
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aoquied. i &
FORM FDA 1932a (16113} Page & i /
i
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB Mo, 0910-0845

Food and Drug Administration Expiration Dater 4/30/2016

Certler for Vaterinary Medicing {See mailer page for Burden Statement}

VETERINARY ADVERSE DRUG REACTION, LACK OF -

EFFECTIVENESS, OR PRODUCT DEFECT REPORT
{For VOLUNTARY Reporting)

NOTE: This report is authorized by 21 U.8.C 352 {a} and (. Whils you are nol required to report, your cooperalion is ngeded fo

assure comprehensive snd limely assessmend of product labeling, 7 ‘r\i
s o
Individuzl Case Safely Report Number (FD4 Assiomed Number) Bubmission Type i\w / L J 5
4 tritiad ] Follow-up
Report Type o ) )
P yp ‘y"j Adverse Event i Product Problem [} Both Adverse Event and Product Problem
Date of this Repor (mmdiddiyvyy) . Date of initial Report {!f this aspo"‘ t5.g folfow-up} (romdddiyyyy)

B ver [l Mot |1 Day] | veal

i
b
i

month | 711 Day |

Sender Information

Firsi Mams ; {ast Mame i f . . 8.
}(M— O Hevnopndieg
Street Addres '

s:gm; /@,g ble Fort Dy :

City M . ,z‘ ‘g/L( &1} Stale or Provines PostaliZiP Code
I S -
3 A N
Country e Telephons Number Telephone Number (Othen
Uoh TT0 %6 Lw/i ]
Fax Mumber Email Address
o . et . -~
Khbe e B@oma il . Cornn
Sender Oategory o s 4
[ | vetarinanan [T Animal Dwner {7] Physician {7 Patient
1 other Health Carg Professional 1 Other 7] vinknoen
Sender Previously Reported to the Manufscturer? | ] Yes [T¥No

i Yes, provids the Manufacturar’s Case Numbsr:

No ldenlity Disclosure {L/‘i{;m do NOT want vour idendity disclosed to the manufaclursr, mark this box,

e . S

Preferrad Mothod of Contact @,@p chone ©

I} Ematt

Health Care Professiona! Information (F different from Sender information]

First Name j{) . g\{& @;y g%}{& Last Hama g;% ;} é i RECEIVED
Street Address it

(725 Veuthtree Zclusiray Blva

City - 1y State o Provinoe , Fostal/ZiF Code -
A T %@k @*—3 A0 50 L/:
Country . Telephone Number Telephone Number [Other)
(SA 770 455-01)
Fax Number Ernail Address
FORM FDA 18322 {1013 Page 1 O Gt et b e BE

ED_005739A_00104704-00036



Owner Information (IF differest from Sender Information)

First Name Last Name

Street Address

ity Stale or Province PostaliZIP Code

Country Telephone Number Telephone Nuritier (Other)
Fax Numbar Ernail Address

Suspected Product informatiom

Mame of Suspedied Produnt e -
fﬁr@% VY | el o For dats (For quts over 4 1b 0T )

Diagnosis andibr Reason idr Use of the memci

T wed Act fj a5 o {/ifi’ Cu %@ﬂg;{@“ 5% Mré

Dosage Form (Chewable, Hauid, tablet, fopical, njection, ale.)
Q 3
¢,
{A_%L{f d

Date of First Exposurs {mﬁy‘(z’dfvvyﬂ Dale of Last Expogure {mm’cid/},«yyy}

Month |

Buration of Product Use 4
(sed 7o) € :E; A0S

Product Use Information for Suspested Product

Dose Admunisiered .
4 {j’?{ij J€-
Intesval of Administration {Frequency}

pnde

Ruoute of Admimsiration

Product Adminisierad By / N
{1 Velernnarian/Veternary Staff W Owner i Dther
Lot Number Explration Date {mmAddiyyy] DL‘?L’*» }%3 } ifz#}ﬂ (b

?5;)3;% g O%’: O Month | i Day { j Yeaf[ é?faiﬁ{%«fj{;

Name of Manufacturer of Suspecied Produnct
i it o f; -
ﬁ%ﬁi@.{ﬁ.&ﬁm;;@f@: i Hoa [ He

FORM FRA 19328 (10413} Fage 2
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fe Y
DEPARTMENT OF HEALTH AND HUMAN SERVICES Form-Agpproved: OMS No. 00100845
Foud ard Drug Adminisiration Expiralion Date: 302016
Cender for Vetarnary Medicine (See mader page for Burden Staloment)

VETERINARY ADVERSE DRUG REACTION, LACK OF
EFFECTIVENESS, OR PRODUCT DEFECT REPORT
(For VOLUNTARY Reporting)

NOTE This report is authorized by 2

PAAEC 302 (a) and 1. While you are nof required o repon, your cooneralion iz aoeded to
88sUre comprahsnsive and imely asses

ssment of product isbeling — 7Y e
i 7
" v
individuat Case Safely Report Number (FDA Assignad Nuimber) Submission Type R
50 initiai [} Follow-up
Repart Fype — . ) . . IR
pan iy 3 Adverse Evanl {1 Product Froblem {1 Boih Adverse Event and Product froblem
Date of s Report (mmdddlyyyy) Daie of inilial Report (1 lnis raport is & follove-up) {(mmladdy vy}
- . sy : :, : : ,
Maorith | O3 Day | 02 | Year; 20106 fonth | j Day{ | Year g
Sander information
First Mame Last Name
kennoth Tack
Slreel Addrass -
5102 Canvon Daks Drive
City State or Provines PostaliZi? Code
Brighion At 48114
Country ' Telephons Number Telpphona Number {ther)
Usa : {(Ri3y237-1385
Fax Numbor Emay Addregs
Kjtackf comenst ni

Sender Gatogory

7 vererinasan [ 1 Animal Qwenar X Physician
i1 Oither Health Dare Professional L1 Other
Sender Proviously Reported to the ManufacturerT [ ] ves K No

if Yes, provide the Manufacturer's Case Number;

Mo Rontity Disciosuyre U e L ; . : - ; L obin
Ho tentity Disstosur C71 ¥ vou do NOT wanl your ientity sisclosa to the manulzciurern, mark this bo.r,

arrad Mothod of mtact = ey
Broferrod Method of Contsel Teiphons

feed

Health Care Professional Information (if different from Sender information)
Firsl Namg tasi Mame

Street Address

ity Siatm or Frovines PostadZiP Cods
Cuntry Telephone MNumiber Velephone Number {Other)

fFax Number Email Addrass

FORM FDA 18323 {10113} Rage 4 et e 4
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-:}'<f//{/ ! i {:‘}J {_if

i

L

Qwner Information (i different fiom Sendear infrmation)

Firgt Mame

fast Mame

N i858
City State or Province PostalZiP Code
Country Telephone MNumber Telephone Number {Other)

Email Address

Suspected Product informatiom

f‘\f-‘»’"’ﬁ,-? r:):“ SLF‘E’,}E"*"’ si=

tacloprid/fumatining

Serestoendlar |

Diagnosis andior Reason for Use of the Produst
Prophy laxis of ok and Bex Bifosmaion

Losage Form {Chowable, lguid, tabiad, topical, injachion, eic)

Fopreal - dog collar

Unte of Frst Exposure {mmidddiyyyyi

Month { 05 |

i N

Mcnih{(}? Day

i
f
wenrd "

ate of Lasl Exposure (mmdsd/yyvy)
& { LLEX

21 | Year|

Luration of Product Use
Approxvimately & weeks

Product Use Information for Suspacted Broduct

Bose Administared

Do collar

infgrval of Adminisiration {Frequency)

Cantinuoug

Foute of Adminisiration
Dog collar

Frodust Admimstored Ry :
i1 VeternananVelernary Stalf

[

1 Giner

Led Nurnber
Linkanown

Exgiration Date {maddiyyyy)
Month | | Cay | Yeari ]

g of Manufaciurer of Suspected Produst

o¥

Ha

FORM FDA 19322 {10/13)

Page 2

/ ’//“’-\j
[/
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- <

-
£ £

(o 75

Adverse Event Information
Velerinanan's Level of Suspickon thatl Product Caussd the Adverse Event
[ 1 High L) mMedium [} Low 4 Unknown

Treatment of Adversa Event (Describe hriefly)
Removal of collar

Did Adverse Even! Sbate Afler Slopping the Product? Did Adverse Event Reappear After Reintroduction of the Produnt?
£ ves {ne [} Mot Applicable 77 No {3 Mot Applicanie

Ovdcome pps— —
X! Recovered [ Disd L Dther
Species and Related Information
Budgsrigar L Cat {7 Caltle | Cockatiel [T Cockateo
Dog {1 Feret [} Fish {7 Goat L1 Guinea Pig
Horse T Humzn Parrol 1 pig [T Rabbit
L1 Sheep i Oiher {Specidy) R -
Broed FGender (] Male

[ mMate Neulered

- Vi pins A
Age: 7 yeans P Waight 20 by
3

Overall Health Status When Suspected Product Given

. . T g Number of Adimals Treated: |
Excelen I 1 Good Pl Fai 7 poor L1 Ceitican

- s

Murmbor of Animals Afectad, |

Adverse Event Occurrance

Iate of Onsgl of Adverse Event ;’mmf&:j/yyyy} ey oo pr——
sonth | 07 | Day { f‘ﬁ; Year! 20HE

: H

[

Length of Time Behvoon Fiest Exposure fo Leagih of Time Bglween Las! Adndnistration of
Suspecled Produat{s] and Onset of Adverse Event Suspecied Froduct{s) and Onsolof Atdverse Feonl
Approsimately & weeks NYA

Whan the Adverse Evert Qccurred, Treaiment with Suspacied Produc
" H
i

o Was discontinued [} Was discontinuad and repiaced with ansllie product

1 tad efready bren completad

Was canlmiued 31 an altered dose

E) e (Specriyy -

Document information

Altachad Documert Name (Flonenus if Electronic)

Attached Documernt Description

Altachad Oocument Mame {Filsname i Elechonio)

Anached Dooument Dasorplion

Attached Dosement Name [Filename i Slectroniz)

Attached Docwment Descriplion

FORM FDA 19322 (10143) Page 3

Eanac N § S
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oot S 4
(n 7L
Concurrent Clinical Prob! erm{s)
Wigee Thars Concurrant Olinical Protlams?
1 ves L] Do rot know T3 nonz

List Concurrent Climeal Problem(s)

Cancurvent Product Information {Excluding Trealment of Current Evenfy
~de nameds), dose(s), intervails), d e{s} of reatmant!s), and other relevant information o describe nther products

it was tak nr; at the lime of the avent. Cither copy this seclion as nesdad (jou msy Bl out ths section in other
csmos of trs form) or provide conwmanis in ’ho Ea,rm natalive saction that follaws his one
Y sncuren Frodudls £ Siven
Mo
s Pradunis-Adnt T
1 e -

ale of Last Exposure fmm/dr!*yyyvj
—y proe  —

Mcn‘h P Dayl _“_J Vewr | |

Gale of First BExposurs fmmiddiyyry)

Month E

Duration of Product Use

Adverse BEvant/Product Problem {Long Narrative)
Deseaie the Adverse EveniiProduct Protder
The patient. g 7-voa ar okl male West Hiohland

Srrien, wan i exechent heath, On about fune G, Seresto collar was
foduly 18 Be bocame fetharpic and would aot ewt. There was no kiown

Te
started fo ¢ prevestion of tek/Mea miesiation. O

expoaure to toxins or sick animals o humans,
Vewerinan evaluation on July 2 ,iu‘mfcd ashight fover. Laborutory testing at it time showed an ALT of 1335 U/,
apper out of sonual {ULNY 123 W00, Alkaline Phosphuuase 1726 LW/L (VLM 212y, normal creatinine and o1

bin. COC showed wtal WHC 22.6 5 10°6200], with nornal neatrophits bat ban phooyies were 12,8 x 10%%imul
A xS mel) me 1<:s.v1"k A0 s mel (UNL L1 x 10°6/melL). and plateiuts 87 5 1084l {(LEM 148 5 1076

oglobin was wormal. The Soresto collar s as v ed

iy
ufy 22, #n abdmninal i{lt;‘zmm;m exaniination showed & normal apgpearing hyere wa{g«: i the pall bladour, und o
:"umi? dmmmtm ascitic {luid. A CGC‘ done at a different laboratory. shewed fymphocyiosty, 6.4 % 10°6/mel, (ULN 3
‘el the platelet estimans was 300 - 430 « Foaimell, with ¢hu mpss ol WEBC, b-_nruph:%.} SO0 Tes, andd
hemoglobin wese pormal, bew ogy for leptospirosis was consistent with previous vaceination, & diagnusiz of
cholangioliepails was considered

On July 23, the dog's appetite and energy were much improved. Oral amoxicillhy was suwted. Over the next fuw days, the
patient’s condition returned 1o normal,

The patient's olintoal course 1s consistent with g toxie hopatitis

sutentially caused by imidaclopoid flunmih. in,

oy

FORM FDA 19322 813 Page 4 )
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L2422

DEPARTMENT OF HEALTH AN HUMAN SERVICES Form Approved: OMB No, 0910-0645
Food and Drug Administration Expiration Date: 4/30/2018
Cantor for Valerinary Megicing {See mailer page for Buiden Siglement

VETERINARY ADVERSE DRUG REACTION, LACK OF "

EFFECTIVENESS, OR PRODUCT DEFECT REPORT
{For VOLUNTARY Reporting)

NOTE: This report is authorized by 21 1.8.C 352 fa} and ). While you are nof required 1o report, your cooperation is needed o
assure comprehensive and mely assessment of product iabefing.

individual Case Sately Report Number (FDA Assigned Number) | Bubmission Typa NN VAR
,,,,, S s
73 it 3 Folicwup
Report Type x| Adverse Event {1 Product Problem { ] Both Adverse Event and Produst Problem
Date of this Report fmmdidiyne ' Date of Initial Report (3 this raport is a folfow-up) {mmitilvyyy}
Month {71{3 ! Dayf 22 } ‘(earf 2015 f Ms::'r;thé } Dayf E Yearg .
Sender Information
First MName Last Name
dane fucy
Swest Address
F4508 Broadway Boad
City Siate or Provinee Postal/ZiP Code
Oaneock YA 23417
Country Telephone Number Telephone Numbar {Other)
Linfted Statey I57-TRFZTS TST-TGE-T828
Fax Number £mat Address
it

Sender Category

1 veterinanan iXI animat Owner [ Physician {7} Patient
71 Dther Health Cars Professional (1 Otiver [} tnkinown
Sender Previously Reporfed to the Manufacturer? | | Ves iNo

if ¥as. provide the Manufactorer’s Case Numbaer,

Mo Identity Disclosure 1 ¥ you do NOT want your identily disclosed to the manufachurer, mark this bos.

Freferred Method of Contact @ Telephone ™ Eenail

Health Cars Professional Information (If different from Sender Information)

Firs Name Last Mame

g Humphries

Street Address

Lastorn Shore Animanl Hospital, 34424 Lanktord Fighwuay

ity State or Province Postal/lZIF Code

Painier Y& 23420

Country Tafephone Number Telephone Number (Olner)

United States F57-442-315D

Fax Number ' Emsail Address ;
?Q%ﬁg ?nﬁ ?%32& {%ﬁ}’ig} ?ggg ‘% Fo Gl s (el s Aoy LF {

ED_005739A_00104704-00042



Owner Information (If different from Sender Information)

First Name Last Name

Sireet Address

ity State-or Provincs PostalfZIP Cade

Coursdry Telephone Numbsr Telephons Number {Oiher}

Fax Number

Ernall Addrass

Suspected Product Informatiom

MName of Suspecied Product

Seresto Flea Collar

Diggnosis andfor Reasgon for Use of the Product
Was prescribed by Yeterinarian to help contral fleas.

Dosage Fonm {Chewable, Higuid, tablst, fopical, injection, atc.}

Flea Collar

Uiate of First Exposurs {maddiyyyy) Daie of Last Ex;::msu:e {mmf(f&’yyyy)

Manth | 10 | Day | 10 | Year| 2015 wontry | 10 | Eiay] 15 ] Year] 2015 |

Diurgbion of Product Lise
5 days

Product Use Information for Suspected Produnt

(ose Administered
N/A Flea Collar

imterval of Administration (Frequency}

Route of Administration

Product Administered By

{1 veterinadan/Veterdnary Staft 34 Owner {1 Other

Lot Bumber

Expiration Date fmm/iddiyy)

Month D Bay ﬁ Year I‘wj

Marmo of Manidacturer of Suspecied Product

Bayer HealthCare LLE

FORM FDA 1932a (1013

Page 2 /
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Adverss Event Information
Yelernnarian's Lovel of Suspicion that Product Caused the Adverse Event-
[} High ™ Medium T3 tow e} Unknown

Traatment of Adverse Event {Dosonbe brisfiy
Patient presented with diarrhes, vomiting and drooling. Patient was trepted For diarrhes and vormiting,

Did Adverse Event Abate After Stopping the Product? Uid Adverse Bvent Reappear Afler Reinfroduttion of the Produg?
{1 Yes &} Mo 71 Het Applicabis i1 ves M Ho 54 Mot Applicabls
Outcome '

(7] Recoverad 1] (Hed 7} tner

Bpecies and Related information

{1 Budgeriger 5 Cat [ Cattle |} Cockatiet {71 Cockatoo
1 pog I Farrst 1 Fish {71 cost I Gunea Pig
{71 torse ™7 Human {1 Parrot 1 pig 1 rabhit
] sheep {1 other {Spacify):
g::in Gender  ma peate 1 Famale
] {1 miate Neutered [ Female Neutered

Age: 1 year & months EW&;’ght; Hiltbs Eon

Owverall Health Status When Suspecied Produst Given

Number of Animals Traated:

[ Excetlon X Good [ Fair [ 1eoor ] Critical

i\éqm‘uer of Animads Affected:

7 Adverse Event Qocurrsnce
Date of Dnset of Adverse Event fmmiddyyy} e

¥ | o
Bomh | 10 fiay | 13| ¥sar; 2013 i

Length of Time Beltweon First Exposure to Lengtly of Tims Between Last Adminisiralion of

Suspectad Produci{s) and Onsel of Adverse Event Suspected Producl(s) and Onset of Adverse Event

3 days N/A

When the Adverse Bvent Ocourred, Treatment with Suspecied Product
{7 tHad already been completed {71 wvas discontinued [71 wias discontinued and replaced with another product
{71 Was discontinued and reintroduced iater 71 Was continued at an altered dose

K] Ciher {Specifyl Pationt was treated for nausen and vomiting, the next day, the coflar was removed a5 nothing was working.

Document Information

Attached Document Name (Filenams if Electronic)
Letter of compleint / concerms with details {o Bayer HealthCare LLC

Aliached Document Description

Altached Docurnent Name {Fillenarms if Elgotronic}

Attarhed Document Description

Atiached Documnent Name [Fdename i Electronic}

Altached Document Description

FORM FDA 18323 (1013 Page 3 .
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Concurrent Glinical Problemis)

Were There Concurrent Glinical Problemis?
X} Yes {7} Ko {1 Do el knpw 7} sone

List Concurrent Clinleal Problemis).
Patient had sofl stouls, treated for RoundWorms with ProFeadoer.

Concwirent Product Information {Exaluding Treatmen! of Current Cvend)
Pleass provide name(s), dose(s). intervai(s), datel(s} of treatment(s), and other refevani information o describe other products
that the palient was taking al the time of the evert, Either copy this seclion as nesded (vou may i out this section in other
copies of this form) or provide comments in the long narrative section that follows this one.

Wara Concurrent Products Given?
@ Yes m No [j Do ol know 1 none

List Names of Concurrent Products Administersd.
ProFender

{erenia

Albon

S Flaids

Vitamin B12 Injection

Date of First Exposure (mmddfiviyy) Date of Last Exposure {mmdddyyyy}
Morth | 10 | Day]| 10| vear| 2015 | Montts | 10| Day| 13 ] vear| 2015 |

Duration of Produc Use

Advarse BventiProduct Problem {Long Narrafive)
Describe the Adverse Everd/Product Problam, .
As per the advice of pur Veterinarian, | placed the fles coliar on my caton Saturday, October 10. On Tuesday, Gotober
13, [ noticed a small amount of diarrhes, and on Wednesday, Oetober 14, | discovered where he had vomited during the
wight., T iried to syringe a httle water for him, but he foamed/drooled excessively, T inmunediately took him to our vet, and

toid him that Muggett showed all the signs of being poisoned, but | could net explain why, as there was nothing he could
have gotien imo. Qur Vel assured me that the collar was safe, and lefl 1 on. The nowt day, Nuggett was still no better,
and | insisted we remove the collar. During this time, Muggett was alse administered ProFender {also manufactured by
Bayer HealthCare LLCY. The Vetwrinarian apreed that Nuggett was having an adverse reaction/ poisonous reaction to the
product (s} The followiog morning, Muggett threw up blood, crashed and passed. Prior to all of thiz, he had been s
ihiriving, healthy, growing one yoar old. It should be noted that on Wednesday, October 14, the choice o leave Mugpett a
the vat was mine o that the Vet could obtaln a ston] smuple. All blood work came back showing a perfoutly healihy cat
Please sce attached letter for explicit details of the gvents and treatiments.

FORM FDA 18322 (90/13) Page 4 /’
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KABCDOZTA

OB Controf Murmber 30410148
Patricia .1 Johnson
710 Baach 5.
Home, Maw York 13440

Raceived rmr-

i BRI
t

This form provides 2 way for you to collect the information
you will nesd to submit whan you sre ready to submit this

form onling. We encourage you 1o use the online form o Us Consumer Product Safety Commission
formally submit 3 report. However, f you can't Bl in the 4330 East West Highway
online form, you may choose to print this form and mail g )

signed copy 1o the address on the right. Do nat send in the Bethesds, MD 20814

form and fill ivout onling, only submit it oncs.

Attention: Safety Complaint
if you are unsure about how to Bl In a multipie-salection Phone: 1-800-638-2772
figld in this form skip it. Please maks sure that you provide o
full detaif in the description of the harardous incident or E-mail: info@cpse.gov

safety concern. wwww.saferproducts.goy

# Indicates reguived fald

* Lam s [ feera ey
f}ﬁensamer
| Hocal Governmant Agency

[ |State Gavernment Agency
iFederal Government Agency
ubtic Safaty Entity

______ Health Cars Professional
[TinMedizat Examiner and Coroner

[ IChild Service Provider

Tell Us What Happened

J1 am reporting:
%A hazardous incident: An actual incident or injury involving an unsafe consumer product.

| A safely congern: The potential for an unsafe consumer product to cause an incident or infury.

#Flease describe the hazardous Incident or safety concerm:

. oy
éf;?% v 5 ot ;pﬁ»f[ 7 ﬁﬁ,mrﬂ& ~§"§sfs<, gf‘,f{é}t" &P

SOS TR ARG ——
T T 24/ ’igamu@{ @f) »gf;’zx,«; Ated +2 ?’?mi%’\) éf}i-g;mf?;@&w; b
Seyious f;‘@&’mf w%& PN e, <, ,:;;é W&w«iﬁﬁ - ;\; M«l@ Eb&@jm -
Li,e,m 1 S a m&sm w«’a;us\ o5, ”; 20 (2 «f_,z‘ib»ci gAk paddi,
&j{}fe&ﬁ S el et ?&\\Lgﬁg ‘ ?}‘“ f[%"} Q&Qi&’?”z e
4 irf & {L f:?;"‘;}*‘fjvg“:«“ . M‘"jﬂ I G(Z&%ﬁ%’?‘ﬁj ﬂfw&%@wﬁmﬂ;“
Gl s et Blis o afjgiw At fdolod " o Sora e, Raws |
x ﬁifjﬁ e g&g&f%wﬁw e  TI ;;L«éfi,é,»ﬁ»{;—,—rmwf_‘j%ix m G %:e»fx?’ ; Lfff /

4 S 8

i :y L O R - - L e * . -,‘; i
ks % Era i QN W N TR iw«gﬂfii;}jc}:ﬁ <19 YRR D02 Unyn 5\‘ ek j X e
- e K 2 ;_."‘" (

(%2{& mwm«m b Tt Y i zzrdd s )

¥ ’ .
fmportant: Include detoils such og b ; w theiproduet wios g used, whot hoppered to prompt your report and
ony injuries thot were sustained. X "nat ovide personglly identifiohie informution in this box,

Disulalmer. The Commission does not

ppasrantes the accuracy, complateness or sdequacy of the cortents of the Consumer Proaduc Safery
information Database, panticelsdy with

FREECT 10 the avurely. completeness or adequaty of information subsmitied by persons cutside 5f the CRSE,

i

ED_005739A_00104704-00046



%’é‘eii Us What Happened {continued)

Hncldent Date: | } 3%”( iy Yo s this an Estimated Date? [lves j}@?’%ﬂ
-5 P &f 1 :
{mm/dd/yyyy} 7 v M / -

Location.—.,
N 1\"
l@ﬁe@g}ﬁpmmmt { Condominium
{i’j\?ﬁobiia { Manufactured Home
[MiPlace of Recreation or Sports

[ iStreet or Highway

{_i5chool

{ Tindustrial

{iFarm / Ranch

[i0ther Public Praperty fOffice

[ taknown

e 22

. ; T
Incident Addrass: | 272 L%’fgffé’,y/ dF
Apt / Office / Suite: %
Lay: ;’Y\‘@‘W} s

oy

State: G LL
Postal Code: r é’;}é’?%: -3 i'L '
Country: {4 :;’} gf%

P
. This is my home address

i?eagﬁe Involved and Thelr %n}’ﬁﬁas E

This section only opplies If you are reporting o hozardous incident, not o safety concern.

For gach victim involved you will need to provide the following information. We have provided space for one
victim, when you il in the online report you can enter tha information for rnany vickims,

Number of Victims The term “Vietim” covers any individual killed, injured or exposed to a possible
rvaived product-related hazard and does not imply that the product caused an ingident.

& injury information {select ane}:
[ Hneident, No Injury
[ Iinjury, No First Ald or Medical Attention Received

[ Tinjury, Medical Attention Received

| _Jnjury, Emergency Department Treatment Receivad

[ linjury, Hospital Admission
[iDeath

ED_005739A_00104704-00047



Patricia J. Jdobnson
710 Basch St
Foms, Naw York 13440

Location of njury i applicable):
{12550 % of body root [xineck
[l parts of body {more than S0% of bedyl i IPubic Region
i Thnkle [_iHand [ Ishoulder fincluding davicle, colarbone)
Marm [ jHead [“roe
Meer [linternat fuse with Aspiration and Ingestion) [ Trorso
{IEbow [Mnee T iwrist
[ IEyebatt [Mieg [ INot Recorded
[ Trace (including evelid, eve area, and nosel

Miringer [ |Mouth S

Type of injury (select up to twol:
[ amputation [ iDisiocation [ lobject Swallowed
{MBleeding { iovowning EiPoisaning
[ |8reak, Fracturs [ JElectric Shack {Ipuncture
{"IBruising, Scratches {_JForeign Object Stuck In or On the Body
XKleumn [Hlintermal Organ injury [Misevere Bruising
[ Concussion I_jtack of Osygen {_I5kin Tear, Skin Flap, Nail Detachment
[ou fXInierve Damnage [iStrain, Sprain
[ iDental Injury [ iObject inhaled [ lother/Not Stated
{_iDermatitis, Conjunctivitis, Skin or fye feritation/Rash

Your refationship to this victim:

[ 15ei [ Dther refative
iy child My friend fnelghbor / so-worker
iy parent [ty elient, patient, student et&{pm?&ssianaé relationship)
[y spowse [N relationship ;ﬁ 71“ ‘?}G -
victh's Gender:  [Male HiFemate Z - N t":‘j
Victin's age at the time of the incident: D s .
For children under age 3, provide the sge in years and months "‘% Years Li'r;@ Manths

Victim is of Hispanic/Latino origin. [[ives [ Jfo

Victim’s Race: [“lwhite [lother

i iBlack/Alrizan American
[ Tasian Specify Other Bace:

{Tlamerican indian/alasks Native
{_IMative Hawatlan/Pacific Islander
[ tunknown

Victini's First Narme:| E-mail:

Victim's Last ﬁame:i : Phone: E

[_IThe victim's addrass is the same as the intident address.
{Tise the addrass below,

Victing' .
Ag&igé { z Apt / Offica / Suite:%
Lity: ! i Etate:!mm | Postal Code: i
ﬁcmtf’y;i ;
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%Te%i U?&héﬁﬁh& P&‘éﬁuéﬁ% _ | ' | e o ' ” o

s

In order to investigate your report, CPSC needs to know about the praduct, Product dentification found on
tabals oF manuals is especially important. We ask that you fill in as much infgrmation as yout can about the
product.

sProduct Category {select onal

Ciothing & Accessories {irlobby MiSporis & Recreation
{TiConainers & Packaging MiHome Maintenance & Structures [ {Toys, Kids, & Baby
[Drywalt TiKitchen [ Ward & Garden

[ Electronics [ Personal Care KiNone of these

[ TFuel, Lighters & Fireworks { Products at Public Facilities

{71 urniture, Furnishings & Decorations
wProduct Description.
important: Please write a description of the product, including the product neme and any other Information
that will help us identify the product and purpose for whith it s usad, - Nl
i~ 3 iy = = ¥ " p T I
ﬁi 78 E&ﬁ{&i%ﬁ}’éa 4. ifgkfg?;« o i%ﬁi‘»%"“d&f 5 )a,i,z AJ{}%J . QCT?-;%)G\?}% Ty
ol Lnow ledqedd i}éf R GOVIASE G octs ot Rl pblison
L " 2 2 = [, i7l 3 O s AR e s Yk
L arewi\ypgto gay H21. ‘Eu@%@ Hhe 5 %é&j‘/i Bulby o
Fv oy R S ~ N o oy P g tf,&;-
B/5 20 HAHRE collar T Fave reybaedl oo Pogmes
: W

x Fif o~
Dot o R gw%a_,m.ﬂfﬁ G ratA” ff g j20.17.

[

s,

Lo

Brand Name: SQ‘{"E&%‘Z}‘ /i’/gfét'., T ek Co Ha }fr ?‘éé’}”@ﬁﬂ{; mg')g £
Mode! Name or Numbern: Serial Number: | Lo & & BHN SoL Y }77”

Marnufacturer/Private Labeler Name: ﬁ{g s /9{2,5,5 7 e LLL ﬁijm-/ ;%,{Z/i;% ﬁ;y’gﬁ §017
k4 e . I i
Date Manufactured fmm/dd/yyyyh

Manufactured Date Code: o SN RO { S45FL 560 )
Manufacturer or Private Labeler VAT s
address: {if known} [e “fij‘fﬁy 2 fj 2 ) /

N o - ’ . Sy s ) i {t J?’ /
Purchased Fram {Store [ 4 Qy . Retailer Location {Stateh: /%%! /;f/f?% :
Name or Internet site}: | /T4 ﬁi’é & %’fj’;/j /,’3’/ / }
Burchass Data: i / s thi rimated Date Yes NG
(men/ddvy) OF PV %{1/)/(,‘ s this an Estimated Date? || L
More important Questions About the Product |
I stil have the product. [Myes [MNe [N/A
{Please try to keep the product for at least 30 days aftar submitting the report for CRSCs tse )
The product was damaged before the incident. Clves [Tine EIN/A
The product was repaired befors the incident, Tives [TMe [XIN/A
The product was modified before the incident. [Tives [ 1Ro  [XIN/A
Have you contacted the manufacturer? Maves [ iNo [ N/A

if not, do you plan to contact them? Mives [ iNo [ _N/A

NOITE: The onfine form contalns g section where you muy uplood pictures or similor documeniation From your computer,
You ore encowraged to submit pictures of the produet, i pockaging, bor code ur othes identifying in formation.

4
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Patricie WL Johnson
T30 Bgach 81,
Femns, Naw Yok 13440

Your Contact iInformation

Please provide vou contact Information below. Your name and contact information will

never appear in the
Fablic Database.

g e — . - . R ,
First f‘dama:{ f%«f}ﬁ}?‘:éf}/{ﬁ/fz:/ 7 g Bast Name:| | O4 Ao 7 5

You must be 18 years old to submit o report. i you are not 18, please skip down the form and grovide the

contact information for youwr parent or guardian. CPSC will contact this person to verify this report.

] tam 18 years of age or olider.

@ My contact address is the same as the incident address,
{7 Use the address below.

*Addr&ss:i f Apt f Office § Sui’m:! Q
Hity: j E 'ﬁfﬁtate:i | MJ #Postal Code: i ?
?ﬂtmmi:fy: i |

E-mail: k‘fﬁ WA /ﬁf}%’?‘:ﬁﬁ?f@?fﬁ Cz?ﬂ}g Phone; f FIS~ BI7 FEEG }

Please provide a parent or guardiar’s information below anly If you are younger than 18 yvears old.

First Name:‘ ] Last Nametg ;
Phonse: i f E-mnil: { ;
Address: ; } Apt] Office / Su‘it&:i ]
City: % f Smta:rmwﬁ Postal Code: E !
Countey: : s

| Consent & Submit

Please let us know how you would Bke us 1o handie ?mur repaort.
¥May we include your report including any documents or photographs that you have attached 1o your report, bt
without your name and contact information, in CPSC's Public Database?
?}@?es, you may include my report in the Public Catabase.
{_INo, do not include my report in the Public Database.

*dday we releass your namae and contact information to the product manufacturer or private labeler?
Fves, you may release my name and centact information to the product manufacturer or private labeler

{ 1Mo, do not release my name and contact information 1o the product manufacturer or private labeler,

8y cigning this form | cortify that the information provided in tf
knowledge, information, and helief,

;’{
/1 / .

s report is true and scourate to the best of my

I; . e E )} f
7 o Y
e P F i . y ’
o Jilegeca S (fttonrasd — S =Sl
; Signoture S s
i J[/ £ '_::b/‘
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Jane W Lucy
14508 Broadway Road
Onancock, Virginia 23447

October 21, 20r15

Bayer Healthilare LIO

Andmsl Health Division

P, Box 390

Shawnee Mission, Kansas 88201

To Whom It May Concern:

On Saturday, October 10, we put a Seresto Cat Coliar, manufactured and distributed by your COMpAny, On our
one year ol Flame Point Persian, Nugged. Nuggdett was a virlle, healthy, parfect litde cat who had thrived in
his first year with us, The Serssto Collar was strongly recommanded by our Yeterinarian, | have never baen a
far of using fiea collars on cats, however, congidering that we live in 3 vary fow, damp area, and consequently,
even though our cats are never, ever allowead outside, fleas still becoms a problem. And s0, despite my
concems, we rusted our vat and purchased not only one, but four collars for all of our furchildren. Qur vet
also put Him on Metronidazole for soft stoals.

The next several days, Nugdalt presented no symptoms, but then, on Tuesday, October 13, Nuggett had a
smalt amourt of very iquid diarhea. By Wednesday morning, Oclober 14, he had also thrown up several times
and would drocifoam excassively when | would attempt 1o syringe water in him to make sure he was hydrated
before leaving home o take him to our vet, Nuggeti presented all the symptoms of having beer poisoned;
there was no fever, and his health was otherwise perfect according to all tests run. They found evidence of
OUNdworms, S0 he was treated with Profender, The vel could not find anything that would explain what was
happening, and so | asked that he be allowad to stay with them unti! he had another bows! movement 5o they
could test to see what was going on.

By that night, Nugpstt stili had not had 2 bowel movement, o we decided 1o let him stay overnight. On
Thursday morning, October 45, | called our vt and Nuggett had more vomiting and a litde more diarthes. The
vel said his heart and lungs were strong, and the blood work had come back great, with absolutely no cause
for congern, There simply was no explanation for what was going on. When 1 went to visit with Rim that day, he
was a little guiet, bul did not seam 0 b in any distress, and was happy 38 | sat in the floor foving him, even
trying to escaps his kennel as | stond up o spaak with the vet when he came in. The vet stated he had
tightened the Seresto Collar as he still saw o few lve fleas, As we sat there alking, trving 1o fgure out what, if
anything he could have possibly gotten into that would have caused this, wa ruted out sach and svery
possibility; we are extremely conscientious pet owners, there wasnt/isnt a single thing in owr house that would
be dangerous to them, nothing, | ashed the vet to remove the collar immediately, it was the only thing that
could possibly be sausing this type of problem,

Friday moming, Qctober 16, 1 callerd to speak with the vet, and the report was unchangad. Nuggett was strong,
good heartbeat, lungs strong and olear, but stil having diarrhes, this time, bloody. They had tested hrs stog!
and found coccidia, and had treated him with Albon, and he had tolerated the medicine and not theown it uo,
We discussed my concem that Nuggett wasn't eating or drinking, and the vet stated he would atternpt to
syringe feed him » fittle that morping, end administer Sub G fluids Lo ensure hydration, He suggested tLorng
sGme of his food from heme tha! may be more appealing to hirn and help coax Him to sat. Less than 30
mirtes later, the vet called and Informed me that Nuggelt had vomited, this time bloody vomit, and wes
crashing. My beautiful, healthy, vibrant fittle boy could not breathe on his own and his heartbeat was fading,
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Jane W Luoy
14508 Broadway Road
Onancock, Virginia 23447

Ootober 21, 20458

Center for Veterinary Medicine
Food and Drug Administration
7519 Standish Placs, HFV-1
Rockyille, MDD 20855

To Whom it May Concern:

Attached please find FDA Complaint Form 1932a along with 3 copy of my letter of
complaint/concems which | have sent to Bayer HealthCare LLC. 1 appreciate any help and attention
¥ou may be able 1o offer,

Thanking you in advance.

Sinceraly,

.

e COCHLL eag

Jane W Lucy

14508 Broadway Foad

Onancock, VA 23417
TET-TRT-Z705

ene,

e

S/
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We raced o the vetennary office where our vel and his staff wers working fervently over Nuggeti to kesp him
altve until we got there, But B was too lats, If they stopped massaging bis little heart, it simply would not beat
o1 HS own. 50 we were ieft 1o accept the fact his Hitle heart wasn't beating, his little lungs weren't breathing ..
we were left 1o say goodbye 1o our beautiful, strong, healthy little one year old baby, @ baby that should have
had fifteen or more years of a pampered, privileged ife to enjov.

i have several areas of concern here. As a short recap, to begin with, prior 10 Saturday, Nuggett was healthy,
growing, actwe, vary, very much g normal healthy cal. Because his stools ware g itde soft, and because we
had begun 1o s a Tew flaas, we ook him 1o the vel, Qur vet records will show that all of our baties get the
very best velarinary care possible, we always err on the side of caution, taking them in justto be safeifa
problem or issue presents isell, so their health was always our uimost concern, hence the tip 1o hevet on
Saturday. The vet told us to put the Seresto coltar on him, and treated him with Metronidazole for soft stools,
A little less than a year ago, Nugget! had taken Metronidazole when we had changed hiz footd and his stoois
had become soft. There were absolubely no ] effects from the medication, and no causs o believe this
affected him adversely at this thne either, since he had taken it before without incident. Saturday, Bunday and
Monday, Nuggett continued to be a compdletely healthy, virde cat, Playful, good appetite, eafing and drinking
aormally, no signs whatsoever of anvthing wrong. Then, Tuesday night, the diarrhea. On Wednesday moming, |
awoke o discover that he had vomited, and we calied the vet, telling them we were bringing him down. Bafore
lsaving | syringed a little water into his mouth, upon which he staned drooling and foaming nrofusely, Please
keap in mind that gt this poing, Nugget was still active, rushing info whatever room we walked into, outside of
the diarrhea and vomiting, there were absolulely no signg of debifitation. Unce we arrved at the vet, they
treated him with Profender, They tightened his Serpsto collar the next morning as they still saw a few live fless.
He was treated with Corenia for the nawses and yomiting, which had no effect, as he continued to have a few
episodes of vomiting, | asked our vel to vamaove the oollar and he did. When | returned home, we had agreed
that we would both do some research inlo possible side effects of the collar, and so | began searching for
potential problems. | was not happy at all with the complaints and problems | was finding, many horrific stories
of congeguences and death to pets that had been subjected 1o the Seresto collar, and so Himmediately calisd
our vet and told hirm under no circumstances was hie 1o put that collar back on my baby,

Since Nuggett left us on Friday, our family has been grigving in 8 way we did nol know was possible, This
beautifut healthy cat was dead, for no reason, ne explanation, no justification. When | left him on Thursday
evering, | certainly didn't in a million years, expect that | would never see him ggain, | do not Know how 1o
come ' grips with this, | cannol wrap my head around the fact that he is gone. Why?

{ told our vet when we left on Friday that | would be contacling your company 1o sxpress my concerns over the
rede your Seresto collar has played in Nuggeits death, When | sat down 1o write you yvesterday, | wanted to
makes sure that | had done all of my research before | began, and just imagine my surprise when | learned that
the Profendsr, which was apphied (o Nuggett on Wednesday night, s also made Dy your company, and also
sarries horor stories of reantions from people that have suffered devastating consequences, even pet death,
afer using your product.

Yas, Nugpett presented with coccldia on Thursday, which in an extreme case, can cause death. However, a5
o certain you are awars, 5 lage percentage of cats carry the coocidia parasite in their bodies, whare it Hes
dormant causing no syrmptoms or problems throughout their entire lives. It presents iself most frequently in
yaung kKittens, only rearing its heads in older cats who have & weakenet! immune syatem. | would like to remind
you that Nuggett was a healthy, strong and growing cat prior 1o having the colfar put on him on Saturday.

t do niot know If the Serectn Collzr is to blame for hig auick dectine, or parhaps the Profender application on
Wednesday night. Realistically, it could have been 2 combination of the two, thess very polent poiso.ss
soursing through his little bady 1o further weaken and debilitate him. { do know that on Wednesday night, the
vet wag ready to send bim home, | was my decision to leave him there 50 that they could get a stoct sample,
and | giso krow that it was only after the application of YOUR products that my precious, amazing litte pavy
pegan is decling, AL ne point, I8l me repeat that, at NO POINT did any of us think for one minute my beautul
taby was on desths door, prior 10 his demise Friday moring.

The bottom line s, your product or a cormbination of yousr twe products caused Nugdett to ¢rash, and
subssgquently pass. 1 is completely irresponsible and unethical that your company does not provide 2 waming
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10 pet owners of the possibie dangers associated with these products. | dont care if s only one cat out of all
the many you tested; if there is an atverse reaction - ONE adverse reaction, pet owners nead to be aware of
that potential side effect. 1t is also heinously irresponsibia for ¥ou to push these products as safe to use
together, particutarly on s oat that is having symptoms such as nausea and/or diarrhea; what possible good
can come from putting all of these poisons Into 2 thy cats body when their system s already having another
issue?

I your rush o promote thess produsts you have affected ko very many ives in such a harrifie, tragic way. To
begin, a beautiful, healthy, vigoraus and spirited baby is gone, taken from us at only one year old, robbed of an
amazing, wonderful life, We, his parents, are lefl reeling, & void that is both davastating and crushing
consurming our svery waking moment Although yes, Muggett was s beaubiful purebred "animal” e was never
JUST an animal to us, he was 2 member of our family, he was loved, he was sherished. Your products have
stolen precious years with this beloved family member from us, and that is unforgivable. But there iz more.
Just for & moment, can you also think about our ver? Our vet rgcommendad your products based on YOUR
assurances, YOUR promises, YOUR statistics. Can you for just & moment think about how he fegls, knowing
12k this amazing creature is gone because of what HE recommanded? Dur vetis one of the most joving,
compassionate, skilled and sompatent vets | have ever had the pleasure 1o work with, { cannot imagine the hell
he is dealing with right niow, all becauss he fonk your words in good faith. How dare you put any of us in this
sttuation, teave uz with this orippling grielf? HOW DARE You?

Rest assured thet we not only fes! this issue needs 1o be resobved, but that we will not rest until Muggett's
death can stand for something. HE WILL NOT HAVE EHED 1N VAN ... every ounce of strength | have within me
will be devoted to srsuring that vou and your company right this wrong, and thal this naver, evarhappens
again to an unsuspecting pet parent.

Sincerely,

Q‘%fw (e LC?{,U*%/

Jane WLugy

14508 Broadway Road
Onancock, VA 23447
TRT-7187-0705

Veteringry Hospital:

tastern Shore Animal HospRial

34424 Laniford Highway

Painter, VA 23420

T57-442-3150

Attending Yeterinarian: Dr, Drew Humphries

e Center for Yeterinary Madicine, EDA
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Lo Miloaurn, Cathy
Subject: Getling deadline— WRNBC-TV NY- consumer producer asking about Seresto i dog collar

Hi Carhy,

Can you help us with a story we are working on?

We were contactsd by a viewer about her @vpe dences using 8 flea and tick dog collar called the
Seresto dog coilar and she claims that after using i
arn pasti

for four months, her dog went blind as a result. |

ng her original email 1o us below.

Do you have any complaints on file about 17 any investigation?
Anything you ran share would be very much appreciated!
Thank you,

Doreen

WNBC-TV consumsr producer

212-664-G752

FROM THE PET OWNER:

From: Sarah Zickowski [mailtois.oe ziolkowskiGamail.com]
Sent: Sunday, Jung 28, 2015 740 AM

To: Consumer Help

Zubject: Seresto dog collar

Last August my vet told us about a new dog collar made by Bayer- calied Seresto- that was
supposed to be safe and prevent fisas and ticks. [ was pregnant at the time, and we hated
using the drops because we have a cat and the drops are dangerous for cats, So we, fike my
parents, listened to our vet and got the Seresto collar. The vet fit the collar for my dog (a
Cockapoo} and we were told we would need a now one in 8 months,

My dog started acting differently shortly there f ter. She began eating our cat's food 01
{somuthing she had never done i her ten vears) and by December was completely blind, We
equate this entirely with the Seresto dog ¢ r}?ia as she had NO health issues before placement
of this collar,

My parents had also used the Seresto collar on their minfature schnauzer, and he oo
experienced severe medical issues, which ultimately led to his death. He admittedly had some
1ssues before using the collar, but after using the collar he experienced different fssues which
lad to my parents expending a fortune on his medical care. He was hospitalized for kidney
failure and kept in ICU for several days. He was in and out of the pet hospital for weeks
before my parents had to ultimately put him down. ,
Shorty after his death, my par@mx got two puppies. Despite my urging, my parents put the -002 .
Seresto collar on the pupples {at their vet's recommendation) only to learn that the collar got ;
canght on a piece of fumiture, nearly choking one of them to death!

Finally, my best friend also had a negative experience with the use of the Seresto collar on her
mozk;poou Her dog wore it only fur a few hours and the negative effects were immediately
known. The dog began to vomit and wouldn't eat, 8he became dehydrated and lethargic and
also required hospitalization. She, tuckily, removed the collar in time and has no long term
negative effects from is use.

{ have contavted Bayer and they said they would lodge a report with the FDA. However, |

-0

0033

2
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want other consumers o be aware of the dangers of this product. While 1 realize there could
be other causes of alf of the incidents [ have reported above, the single common factor is the
use of the Seresto collar,

P would welcome the opportunity to discuss further.

Sarah M. Ziclkowski
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Index to Exhibit D

(Petition to Cancel Registration of PNR1427 (Brand Name Seresto) under the Federal
Insecticide, Fungicide, and Rodenticide Act; Reg. No. 11556-155)

1. EPA, Notice of Pesticide Registration, Reg. No. 11556-155 (2012),
https:/fwww3 epa. govipesticides/chem search/pply/011556-00155-20120316 pdf

2. EPA, Weighing Risks to Children from Dogs Wearing Seresto Collars (2016),
hitps://www.gpa.govisites/production/Tiles/201 7-

01 /documentg/weaghing visks to children from dogs wearing seresto-tm_collars pdf

3. EPA, Preliminary Terrestrial Risk Assessment to Support the Registration Review of
Imidacloprid, at 11-12 (2017), htps//www regulations gov/document/EPA-HO-GPP-
2008-0844-1256,

4. Szymanski, J., et al., Rusty Patched Bumble Bee (Bombus affinis) Species Status
Assessment (2016), hitpsl//ecos. fws.gov/ServlayBownloadlile/ 120108

5. Jennifer Hopwood, et al., The Xerces Soc’y for Invertebrate Conservation, Are
Neonicotinoids Killing Bees?, at vi (2012), hiipy//cues.ofans. umn.edw/old/pollinatorg/ndfs
sesticides/Are-Meonicotinoids-Killing-Bees Xerces-Bociety pdll.

6. Barraud, A., et al., The Impact of Pollen Quality on the Sensitivity of Bumblebees to
Pesticides, 105 Acta Oecologica 103552 (2020).

7. Whitehomn, P. R., et al., Neonicotinoid Pesticide Reduces Bumble Bee Colony Growth
and Queen Production, 336 Science 351-352 (2012).

8. Feltham, H., Park, K., Goulson, D., Field Realistic Doses of Pesticide Imidacloprid
Reduce Bumblebee Pollen Foraging Lfficiency, 23 Ecotoxicology 317-323 (2014).

9. Christoph Sandrock et.al., Sublethal Neonicotinoid Insecticide Exposure Reduces
Solitary Bee Reproductive Success, 16 Agricultural & Forest Entomology 119 (2014),
htps/hevondpesticides. org/assers/media/documents/pollinators/documents/Sandrockstal
2013 Sublethalneonicexposurereducessolitarvbeereproductivesuccess AgricForEntndf

10. Margaret Eng, et al., Imidacloprid and Chlorpyrifos Insecticides Impair Migratory
Ability in a Seed-Eating Songbird, 7 Scientific Reports 15176, DO1:10.1038/s41598-017-
15446-x (2017).

11. Ertl, H. et al., Potential Impact of Neonicotinoid Use on Northern bobwhite (Colinus
virginianus) in Texas: A Historical Analysis, PLoS ONE 13:¢0191100 (2018),
https:/dotorg/ 10,137 Vicumal pone 0191 100,

12. Millott et al., Field Evidence of Bird Poisonings by Imidacloprid-Treated Seeds: A
Review of Incidents Reported by the French SAGIR Network from 1995 to 2014, Environ
Sci Pollut Res, DOI 10.1007/s11356-016-8272y (2016).

13. Lopez-Antia et al., Risk Assessment of Pesticide Seed Treatment for Farmland Birds
Using Refined Field Data, 136 Environmental Research 97 (2015).

14. EPA, FOIAOnline, Request No. EPA-HQ-2019-004044 (2019),
bitps:foigonline gov/toiaonling/action/public/submissionDetatls TrackingNumber=EP A~
HOQ-2019-004044 & tvpe=request.

15. NRDC, Neonicotinoid Pesticides: Potential Risks to Brain and Sperm (Jan. 6, 2021),
https/fwwwoarde org/esperts/iennifer-sass/meonic-pesticides-potential-nisks-brain-and-
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16.

17.

18.

19.

20.

21.

22.

24.

25.

26.

27.

28.

29.

30.

31.

gpermit~teximidacionrid®e 20 % 20the % 20most % 20common by "2 0HPAY 2 B seeb02
Ghere).
EPA, Preliminary Health Effects Division Risk Assessment for Imidacloprid, at 13

(2003), htps//wwwi.epa.govipesticides/chem search/cleared roviews/csr Pi-

1289099 4-Mar-03 111 pdf

EPA, Imidacloprid: Human Health Draft Risk Assessment for Registration Review, at
11-12 (2017), bttps:rwww regulations gov/document TR=EPA-H-OPP-Z008-0844
1235,

Cal. EPA, Imidacloprid: Risk Characterization Document; Dietary and Drinking Water
Exposure, at ix (2006), hitps://www.cdpr.eca.gov/docs/rsk/red/imidaclopnd pdf.

Cimino, et al., Effects of Neonicotinoid Pesticide Exposure on Human Health: A
Systematic Review, 125(2) Environmental Health Perspectives 155 (2017),

hipg//ehp niehs nib cov/doy/full/ 10 1289/EHPS 1S,

Keil, et al., Autism Spectrum Disorder, Flea and Tick Medication, and Adjustments for
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